




DEPARTMENT OF MEALTH AND MAMA SERViCES f 

od and Drug Administration 

[Docket No, 2004N-O081] 

RIN 0910-AF47 

Use of Materials Derived From Cattle in Human Food and 

AGENCY: Food and Drug Administration, HHS. 

ACTEON: Interim final rule and request for comments. 

SUMMARY: The Food and Drug, Administration (FDA) is amending the interim 

final rule on use of materials derived from cattle in hurn~~ food an 

bhshed in the Fe+wal &eg&ter of July 14,251)4. ln the July l4,2004, interim 

nnal rule, FDA designated certain materials from cattle, including the entire 

small intestine, as “prohibited cattle materials” and’ banned the use of such 

materials in human food, including dietary supplements, and- in cosmetics. 

FDA is taking this action in response to comments received on the interim 

final rule. Information was ,provided in comments that ersuaded the sgency 

that the distal ileum, one of three portions of the small intestine, could be 

consistently and effectively removed from- the small intestine, such that the 

remainder of the small intestine, former1.y a prohibited ca.ttle material, could 

be used for human food or cosmetics. We (FDA) are also alarming that milk 

and milk products, hide and hide-derived products, and tallow derivatives are 

not prohibited cattle materials. Comments also led the agenc,y to reconsider 

method cited in the interim final rule for determining insoluble impurities 

in tallow and to cite instead a method that’is less costly to use and requires 
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less specialized equipment. FDA issu-ed the interim final rule to minimize 

man exposure to materials ‘that scientific studies have demonstrated *are 

highly likely to contain the bovine spongiform encepha~~patby @SE) agent in 

cattle infected with the disease. FDA believes that the ~e~de provisions of 

the interim final rule provide the same level of protection from human 

exposure to the agent that causes BSF as the original prov&ions. 

DATES: The amendments to the interim final rule are e~~t~~e [insert date 30 

days after date of publication in the -~~~e~~~,Re~s~~r~. Submit written or 

electronic comments on the amendments to the interim final rule by [insert 

date 60 days after date ofpublicatiqn in- the Federal ~e~~te~~. The Director 

of the Office of the Federal Register approves the in~orp~ratiun by reference 

in accordance with 5 U.S.C. 552[a) and 

in 21 CFR 189.5 and 700.27 as of [inse 

ADDRESSES: You may submit comments, identified by Dock~t,~~. 2~~4~-~081, 

by any of the following methods: 

* Federal eRulemaking Pdrtah http://uzytv.regula~~ons,eSov. Folitow the 

instructions for submitting,comments. 

l Agency web site: http://~~~da.~~u/dockets/eco~m~~f~~ Follow the 

instructions for submitting comments on t!he agency Web site. 

l E-mail: fdadockets@oc.fda.gov. Include Docket’No. 20~4~-~~8~ and/or 

RIN number RIN O910-AF47 in the subject line of your emailt message. 
.? 

0 FAX: 301-827-6870. 

0 Mail/Hand delivery/Courier [Fur paper, disk, ‘or CD-ROM sub~~~ssions~: 

._ ,vision of Dockets Management, Food an Drug Administration (HFA -SOS), 

5630 Fishers Lane, rm. 1061, Rockville, MD 20852, 



and dorsal root ganglia of cattle 3Q months and older and the*torrsils .and distal 
, 

ileum of the srnall intestine of all cattle. 

(6) Tc&ow means the rendered’ fat of cattle obtained by press&g or by 

applying any other extraction process to tissues derived directly from discrete 

adipose tissue masses or to other carcass parts and tissues. Tallow must be 

produced from. tissues that are not,prohibited cattle materials. or must contain 

not more than 0.15 percent insoluble impurities as determined 

entitled “‘Insoluble hnpurit’ cial Method Ca 3a44 

Oil Chemists’ Society (AOC 
A 

5 U.S.C. 552(a) and I CFR p&t 51, or another method equivalent in accuracy, 

precision, and sensitivity to AOCS &ficiel Method Ca 3~1-46; You may obtain 
c4 
2 Copies may be 

- examined at the Center for Food Sgfety and Applied Nutrition’s Library, 5100 

- * u Paint Branch Pkwy., CoIlege:Park,. MD 20740, or at the National Archives and 
3 Records Administration [NARA). For itiformation on the ava~l~bi~~ty of this 

material at NARA, call 20%741-6,030, or.go to http://~.ar~~ives.~ov/ 

federal-r~~ister~~ode_of~~deral_regulaSions/ibr_locas.~ tmd. 

(7) Tallow derivative means any chemical obtained~th~ougb initial 

hydrolysis, saponification, or tr~s-esteri~~ation of tallow; chemical 

conversion of material obtained by hydrolysis, saponifisation, or trans- 

esterification may be applied to obtain the desired praduct. 

(b) Requirements. 

(1) No human food shall -be manufactured from, processed with, or 

otherwise contain, prohibited cattle materials. 

(2) The small intestine is not considered prohibited cattle material if the 

distal ileum is removed-by a procedure that removes at least 80 inches of the 



processes of the thoracic and lumbar vertebrae, and the wings of the sacrumf, 

and dorsal root ganglia of cattle 30 months and older and the tonsils and distal 

ileum of the small intestine of all cattle. 

(6) Tallow means the rendered fet of cattle obtained by pressing or by 

applying any other extraction process to tissues derived directly from discrete 

adipose tissue masses or to other carcass parts and tissues. Tallow must be 

produced from tissues that are not prohibited cattle ma&&ah or must contain 

not more than 0.,15 percent insoluble impurities as determi 

entitled “Insoluble Impuri 

Oil Chemists’ Society (A0 

precision, and sensitivity to AOCS Official Method Ca $a-46. ,You mey obtain 

examined at the Center for Food Sa:fety and Applied Nutrition’s Gbrary, 5100 

$ Faint Branch Pkwy., College Park, MD ZO?&O, or at the National Archives and 

3 Records Administration (NARA). For information on the ~vail~i~~ty of this 

- material at NAIL%, call 202-741-6030, or go to fiEtp://wwtu,archives.gov/ 
8 
q federal register/code offederal-~egulations/ibr_locatiorzs.ht~-~. 
1 - 

(7) Tallow derivafive metis any chemical obtained through initial 

hydrolysis, saponification, or tram+esteri&zation of tallow; chemical 

conversion of.material obtain’ed by hydrolysis, saponification, ‘or trans- 

esterification may be applied to obtain the desired product. 

(b) Requirements. 

(1) No cosmetic shall be manufactured from, processed with, or otherwise 

contain, prohibited cattle materials. 
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proximal small intestine, proximal colon, distal colon, and rectum, or even 

the distal small intestine (Ref. 9). 

The study by Terry and others (Ref. 8) indicated that the myenteric plexus 

of the distal ileum contained some, abnormal prion protein in neurons. This 

tissue extends throughout the small intestine, so we cannot ~orn~~~tely 

eliminate the possibility that infectivity might, exist in the jejunum or the 

duodenum. However, that same study found no evidence of abnormal prion 

protein in the sections of the duodenum and the jejunum examined. Therefore, 

it is likely that, if any infectivity is present, it is at levels too low to present 

a public health risk. We realize that the studies on,tissue ‘infectivity have 

limitations, but we are not aware of.evidence that intestine &her t an. the distal 

ileum harbors infectivity in cattle with BSE. If we bec~rne~~w~~ of data 

indicating that other portions of the small intestine or the large intestine in 

ttle harbor infectivity, we will take action appropriatte to the ~~b.~i~ health 

risk presented by the tissue 

We also do not agree that cross contamination of other parts-of the 

intestine with infectivity in the distal-ileum is’unavoidabfe in the 

slaughterhouse. Comments provided several methods by wh$ch the distal 

ileum can be consistently and effectively removed from the rest ofthe small 

intestine without cross contamination during slaughter. We agree-that, if these 

methods are properly implemented, cross contamination can be avoided. 

Finally, we do not agree that ,we should require -that the ,entire intestine 

of all cattle be designated an SRM because the IRT recommended it. As stated 

previously in this document, the agency does not find that there is sufficient 

Jidence to support designating the entire intestine as’an 



FDA provided the pubic with an oppo@nity to carat on the-issues raisiad by the’i~arim final rule and addressed in this 
amendmen to the interim final rut 3 n response to suma of those comments. 

A 



equivalent to the ARCS method cited in the interim final rule as 

ere; it is not necessary that FDA approve the use of an ~lt~~~~te test. 

iII. Summary of Amendments to the Intwim Final ~Rule 

We are amending §§ 189.5(a)[l).and 700.27(a)fQ to reflect that small 

intestine is a prohibited cattle material unless it meets the provisions of new 

$5 189.5(b)(2) and 70027(b)(2). New $§ 189.5(b)(2) and 70~..27~~(~~~,state that 

small intestine is not considered prohibited cattle material if the 

is removed by a procedure that removes. at least 80 inches of e uncoiled and 

trimmed small intestine asmeasured from the caeco-colic j~~ct~~~ and 

progressing proximally towards the jejunum or by a procedure that the 

establishment can demonstrate is equally effective in-ensuring complete 

removal of the distal ileum. 

We are amending $3 189.5(a)(l) and 700.27(a)fl) to-specify that milk and 

ilk products and hides and hide-derive products. are not ~~oh~b~ted cattle 

materials. 

Finally, we are amending §§ 2 9.5~~~~6) and 70#.2?~a~(6) to indicate’that 

tallow, if it is sourced from unknown materials, must ~contain not more than 

0.15 percent insoluble impurities as determined by the method “‘Insoluble 

Impurities” (AOCS Official Method Ca 3a-46),,AOCS, or another method 

equivalent in accuracy, precision, and sensitivity to AOCS Official :Method Ca 

3a-46. 

IV. Effective Date and 

these amendments to the interim final rule. 

lays. The agency will consider modifications to these amendments to the 

interim final rule based on comments made during the comment period. 





II. Amendments and Clariflcatio,w tqthe Inteyim Final Rule 

In the interim final rule of July 14,2004, FDA prohibited the use of the entire 

small intestine in human food and cosmetics, even though the a~e~~y,~~~the-~~~~~~~ _ , x _. II ’ 
-EI:x:3 

interim final rule was issued). only considered& and currently only considers, the distal 

ileum portion of the small intestine to be an SRI%. As-stated in the preamble to-the 

interim final rule, FDA prohibited the use of the entire small intestine because at the time 

we believed: (1) It would be difficult to distinguish one end of the s~ll,i~te~~~~ fern 

the other once it had been removed from$the animal; (2) there was’s lack of ~t~~atio~ 

agreement on how much of the small intestine should be removed to ensure that the distal 

ileum is separated f.%um the remainder of the intestine; and (3) given&e lack of 

international consensus on the issue, a manufactmer or processor would not”be able to 

document that the distal ileum was adiquately removed (69 FR 42256 at 4225.9). We 

requested comments addressing our reasuns for prohibiting use of the entire sr$all 

intestine and solicited spe#ic information on whether processors may be able to 

effectively remove just the distal ileum. 

1. Comments Received 

ln response to the interim final rule, FDA received oommenta from beef 

processors, the natural casing industry, the beef by-product industry, and irnportass and 

exporters of natural casings and b~e~b~~rodn~t~ that requested &et the agency amend its 

prohibited cattle materials rule to pruhibit. only the distal, ileum portion of the smah 

intestine for human food and cosmetics, rather tin the entire small i~t~~ti~~. As stated in 

the comments, infectivity has only been ~~~~~~ in the dis 



intestine of cattle infected with BSE under experiment$ conditions, and the t~~?lagy 

exists to effectively rem&e the d&a! ihum purtilan from the rest of the small intestine. 

Comments also described, in det& examples of verifiable procedures for the 

effective removal of the distal ileum portion of t&e small intestine, w&h i! made up of 

I 
comments begins with the removal of the small intestine from the qbomasmn,, Under this 

procedure, the small intestine is separated Tom the caectun at the ilebcecal ofifice, and 

the ileum is separated from the jejunum itt the flange. According to the px&Wts; the 

resulting segment that contains the distal ileum would measure 36 to 72 inches in length 

depending on the age and size of the.anh-&. 

Another procedure desc&bed 5n the comme~~ts also begins wi~r~rno~a~ of the 

small intestine from the abomakn, except that m&r t&ispr&edure *be s~l,~~~~e ,. 

remains attached to the caecum~T%e.separation of the aotileum sections ofthe small 

intestine fium the ileum is made at a point 36 to 8t3 inches fiom the caect~, leaving the 
i 

I 
entire ilemnpf the small intestine attaeheil to the caecum, Acco 0 reopens ’ -_--_- ____--- -_-^-*_.el _-_Cr -.--. _-._--_ ._.---. “I .,__-_ 2. .L”.T 

leaving the ileum attached to the caecmn.at this initial sEage provides an qasily v~~ab~~ 

point of reference for on-line inspectors. The next step in this’procedure is to,sq~~@e the. 

36 to 80 inch portion of the intestine &at cuntainr-the ileum Tom the ~ecum at the 

ileocecal orifice, leaving the caecum and the small intestine for edible use, 

Another comment noted that, prior to ~~e?rnbe~ 2003, Japan accepte’ca ~~o~~~~ 

of beef casings from the United States XXI the basis of U.S. gove~e~t @rt$kd removal 

of the distal ileum from the small ~test~~, The ~r~~~d~e req&red the remc~a4 afat least 



80 imzhes of the small intestine, measnreti &om the junction of the.ilemn and the cae~um, 

to ensure removal of the distal ileum 

Several comments indicated that, because of the distinct shape af the distal ileum 

of cattle, it is easy to verify the effective removals of this portion of the small in%e5tim 

Furthermore, comments from the natural casing mdustry stated that, beqause of the d&al 

ileum’s physical properties, particularly the,abseace of a curve and au irreg&tr thick 

surl%ce, the distal ileum is not useabb as a natural casing for sausage products. Thus, 

these comments noted, many slaughter ~~bli~~nts in the United States and-Canada 

have a policy of removing the distal ileuin &om all cattie at the time of s~ugh~r. s 

Furthermore, as stated by the comments, slaughter establishments in Brazil, Argentina, 

and Uruguay, the three countries that are the majar exporters pfn@ur$ casings to the 

United States, have all been able to certi@ the removal of tie ~st~,,i~~~ using 

achievable standards when requested to do so by their U.S. custon&rs. 

Ln addition to comments~ requesting that &y the distal ileum portion of~e:s~~~ 

intestine be prohibited from use in human food ar@ cosm&ics, we r~~~~ved’c~e~ts 

stating that the entire small intestine or both the small and large intestines should be 

considered SRMs. Comments noted that the European Union {EU) identifies both ttie 

small and large intestine as specified risk material and prohibits their use Mood. As 

stated in comments, this was done in the 33.J. beGaqse BSE infection is asoociated with 

absorption of the BSE agent from con~nat~ feed and because it is not possible to 

prevent slaughterhouse contamination of other ~t~sti~~ areas 4th matter horn &he 

ileum Comments also cited 



cattle, The c( ., -. - - c c 

intestine. the 

discounted. Comments also noted that the Intem~tional Review Team (IRT), ~~~~~t~d to 

review BSE prevention measums in the United States a&& the discovery ofthi: BSE- 

positive cow in Washington State, recommended that the SRM banbe amended to 

include the entire small and large intestines. 

2. Response to Comments 

After considering the comments submitted on the removal of the distal ileum, 

FDA has concluded that processors have the- technology to effective& remove the distal, 
I 

I 
ileum portion &orn the rest of the small intestine. $DA believes that procedures to ensure ” __- --------- - - _. ,- - - .I .- ̂  _ - I _ ., J 

effective removal of the distal ileum mquire that at least 80 inches of the uncoiled and 

trimmed small intestine, as measured &~rn the caeco-colic junction md prugressing 

proximally towards the jejnnurn be removed. We believe that these procedures ensure 

removal of the entire distal ileti despite ~di%xeryes in kqth of t&e int&tir& &act or its 

segments between breeds or among anim& of ~j~~~r~~t sizes of the same breed. An 

alternative removal procedure may be used if an establishment c~,dern~s~a~e that it is 

equally effective in ensuring that the entire distal ileum is completely -braved. 

We do not agree with comments that stated ,&at the entire small irrtestnre or both 

the small and the large intestine should be designated as SRMs. Though the EU ~ro~b~t~ 

the entire intestine fkom use in food, the data that we are aware of indicating infectivity 

along the entire intestine is Erom other species, not from cattle~in&cted with &@23 or other 

transmissibie spongiform ~ncepbalo~~~e~ (TSEs) (Refs, 1 to 6). cough the studies in 



represent the distribution of infectivity in cattle infected with BSE as evidenced by 

studies with bovine tissue. 

In cattle, 

cattle experimentally given BSE~Ref. 7; _se_e_cjig*ssion in sections 1. E and F of the ” ” -I Ir --____._ .-_. >--_ ._..I_ _-I~ _.__.^l_“_m’ 

interim final rule). $n cattle exgerime&kQ infkted with B&3 positike Peyer’s patcl-ks -c_I --_... ____ “_- II_-.----.-,x- -.+* _._ .---_ - - _I_ I _ ” .,. -. - _. - . 4 

were found ky i~~~unol~istochemist~o~y in the distal ileum, and ixx cattle with nat&ly 

occurring and experimental BSI3, positive myenteric plexus neuruns were fou& only in 

the distal ileum (Ref, 8); 
2’ 

abomsmn, prox@n~l .srnamlu intestirio, 
proximal colon, distal colon, and rectum, 
or W&I the distal smaI1 i&sioe, when 

or even the distal small intestine GM. 91. 



I  ,  

l im ita tio n s , b u t w e  a r e  n o t a w a r e  o f e v i d ence  - that  @ est ine  o th e r  tlu m  th e  .&s& i  i l e um  

ha r b o r s  infectivity i n  catt le wi th B S E . If w e  b e c o m e  a w a r e  o f ~ ~ :i~ ~ i~ a ~ ~  th a t o th e r  

p o r tio n s  o f th e  sma l l  in test ine o r  th e  l a r g e  in test ine ikatt le h a r b o r  ~ ~ ~ v ~ ~ , -we  wi l l  
J 

I 
ta k e&c tio  ,I * - - -  _ ._ ’ 

i nc i dence  o f]= . 

W e  a l so  d o  n o t a g r e e  th a t c ross ~ ~ ~ ~ ~ t~ o ~  o f o th e r  p a r t3  a fth e  in test ine wi th 

tiectivity i n  th e  d ista l  i l e um  is u n a v o i d a b l e  i n  ~ ~ ‘s ~ ~ ~ b te r h o ~ ~ . C o m m e @ s p r o v i d e d  

seve ra l  m e th o d s  by  wh i ch  th e  d ista l  i l e um  c an  l+ ? . cons istent ly a n d  e ffect ive ly r e m o v e d  

f r om th e  rest o f th e  sma l l  in test ine w i thout  c ross c o n ta m inat ion.  d u r i n g  s l a ~ ~ h ~ ~ . W e  

a g r e e  th a t, if th e s e  m e th o d s  a r e ,p r o p~ l y ,~ ~ l e m ~ ~ e d , c ross c o ~ ta ~ a tio ~  c & u  b e  

a v o i d e d . 

Fina l ly,  w e  d o  n o t a g r e e ’ th a t .we s hou l d  r e qu i r e  th a i  th e  e n tire. i x -&es&e  o f 4 1  c a # e  

b e  d e s i g n a te d  a n  S R M  b e c a u s e  th e  II& T  r e c ~ ~ ~ d e d ,it. 

I’ L - - - - . - - - - -  -..- -  _ ._ _ - . x _ ^ .. ̂ .~ -  I/ .../“.i ,_ .._ ” ” “. ., _  . ” -  .,. c ._  I . . I _  -  _  -  .- 

T h e r e fo r e , w e  a r e  a m e n d i n g  $ $  1 ~ 9 .~ ( ~ ) ( 1 )  a n d  7 0 0 2 7 ( a ) ( I) to  r e fhx .+  SX - I d  

i& e a t& e  is a  p r oh i b i t ed  G a ttle  m a te r i a l  un l ess  it m e e ts th e  p rov is i ons  o f n & w  @  

1 8 9 .5 ( b ) ( 2 )  a z n d  7 0 0 2 7 ( b ) ( 2 ) . N e w  $ 8  1 $ 9 .5 ( b ) ( $ )  ‘k n d  7 ~ ~ ,2 7 { b ) ~ 2 ) .~ ~ t~  th & t ~ a I1  

in test ine is n o t c ons i d e r e d  p r oh i b i t ed  catt le ~ t~ ~ ~ l if $ h e  d ista l  il& u ~  is ~ e ~ ~ ~ e d , by  a  

p r o c e d u r e  th a t e m o v e s  a t least  8 0  

th e  j& m m  o r  by  a  p r o c e d u r e  th a t th e  e a ~ b ~ i t cm  d ~ r n o ~ ~ ~ ~ t~  is e q u a l 2 y  e r u p tive  

i n  e n su r i n g  c omp l e te  r emova l  o f th e  d ista l  i l e um” 



These amendments to FDA’S’ ir&tim fir& rule are consistent with ~e~~~~ 

that USDA made to its interim @al rule reeds use of small ,i~~s~ 

elsewhere in this issue of the F@dertral ster. FDA reg&ates stripped 

easings derived Corn bovine small it@estine9 and U$XJA% FSIS uu&ocesSea > 

bovine small intestine and “meat food” product, made with beef Casings. It i~~~~~~ 

to note that natural beef casings,: and other FDA ulateri products de&d &@rn small 

Specifkally, %SIS will not permit natural casings derived from beef sm& intestine to be 

used in meat food products unless the casings are-derived from ca$tle -that have been 

inspected and passed in a US, official e~~bli~~ or in a cetiifi$d 

establishment. 





DEPARTMENT OF HEALTH A,ND MU: 

Food and Drug Administration 

21 CFR Parts 189 and 700 

[Docket No. 2004N-0081] 

RIN 0910-AF'47 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Interim final rule ‘and request for comments. 

SUMMARY: The Food and Drug Administration (FDA) is amending ahe interim 

final rule on use of materi’als derived from cattle in human food and cosmetics 

published in the Federal -Register of July 14,2004. In the Iuly 124, 2004, interim 

final rule, FDA designated certain materials from cattle, in&.rding t-he entire 

small intestine, as “prohibited cattle materials” and banned-the use of such 

materials in human food, including dietary supplements, &rd in cos’metics. 

FDA is taking this action in response to comments received on the interim 

final rule. Information was provided in comments that persuaded the agency 

that the distal ileum, one of three portions of the small intestine, could be 

consistently and effectively removed-horn ,the small intestine, such that the 

remainder of the small intestine, formerly a prohibi,ted cattle, material, could 

be used for human fo’od or cosmetics, We [FDA] are also clarifying that milk 

and milk products, hide ahd hide-derived praducts, and tallow derivatives are 

not prohibited cattle materials. C,omments also led the agency to reconsider 

the method cited in the interim final rule for determining insoluble impurities 

in tallow and to cite instead a method that is less costly to use and requires 
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less specialized equipment. FDA issued the interim final rule to minimize 

human exposure to materials that scientific studies have demonstrated are 

highly likely to contain the bovine spungiform en~~p~alo~~~thy (BSE) agent in 

cattle infected with the disease. %DA believes that the ‘amended provisions of 

the interim final rule provide the same level of protection from human 

exposure to the agent that causes BSE as the original provisions. 

DATES: The amendments to the interim final rule are. effective [jnseI*t date 30 

days after date of publicatiion in the Federal Reg&er]. Submit written or 

electronic comments on the amendments to the interim fiml rule-by fkxert 

date 60 days after date of publication in f&e F~de~al.,R~g~~t~~~, The Director 

of the Office of the Federal Register approves the incorporation by reference 

in accordance with 5 U.S.C. 552(a) and 1 CFR part 51 of certain publications 

in 21 CFR 189.5 and 700.27 as of [ins,wt date ~~~~~~~~~~~~~~ in ih~l;lederal 

Register]. 

ADDRESSES: You may submit comments, identified-by ‘Docket No, 2004I?-0081, 

by any of the following methods: 

0 Federal eRulemaking Portal: ht~~;//WWW;TegUIations.~ov, Fallow the 

instructions for submitting comments. 

0 Agency Web site: Izttp://~r~.fd~.~av/dockets/e~u~~~~r~~~. Follow the 

instructions for submitting conunents on the agency Web site. 

0 E-mail: fdadockets@oc.fda.gov. Include Do&et No. ~~~~N-~~~~ and/or 

RIN number ‘RIN 0920-AF47 in the subjectline of your e-mail message. 

l FAX: 301-827-6870. 

* Mail/Hand delivery/Co,urier.[For.paper, disk, pr CD-ROM submissions]: 

Division of Dockets Management, Food and Drug Administration &IRA -3051, 

5630 Fishers Lane, rm. 1061, Rockville, MD 20852. 
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Ilnstructions: All submissioes received must include the agency name and 

Docket No. or Regulatory Information Number (RIN) for this rulemaking. All 

comments received will be posted without change, to ~~~~~~//~~~.~~ff.~~v/ 

ohrms/dockets/d@ault.h tm , including any p.ersonal’ i~fo~~~~t~on provided. For 

detailed instructions on submitting comments and additional in&xmation on 

the rulemaking process, see the “Effective Date and ~1~~Qrt~~n~ty for Public 

Comment” heading of the SUPPLEMENTARY INFORMATt~N in seal-ion Iv of this 

*document. 

Docket: For access to the docket to read backgrou.ng dqcumcpts or 

comments received, go to;lzttE7:/~~~.~d~.~~v/~hK~l~/docketm and 

insert the docket number, found in brackets in the heading of this document, 

into the “Search” box and follow th& prompts and/or go to the~Di@sion of 

Dockets Management, 5630 Fishers Lane, rm. 1061, &ockviHe, .MLl 2'0852. 

FOR FURTHER INFORMATION-,CQNTACT: Rebecca Buckner, CeQter for Food Safety 

and Applied Nutrition (HFS-30(i), Food and Drug Administration, 5100 Paint 

Branch Pkwy., College Park, MD 20740, 301-436-148@, 

SUPPLEMENTARY INFORMATION: 

I. Background 

On July 14, 2004, FDA issued an interim final rule entitled "Use of 

Materials Derived From Cattle in Hunxm Food arid I=osmcti~s~” f&o referred 

to as “the interim final rule”), to,address the potential risk of BSE in human 

food and cosmetics (69 Fg 42256, July -14, 2004). In the intdm fi&al rule, FDA 

designated certain materials from cattle as “prohibited cattle materials” and 

banned the use of such materials in human food, including dietary 

supplements, and in cosmetics in §§ 189.5 and TOO,27 [Zl.CFR 189.5 and 21 

CFR 700.27). In the interim final ,rule, FDA designated the following as 
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\ prohibited cattle materials: Specified risk materials (SRMsf, the small intestine 

from all cattle, material from n~narn~~~l~tory cattle, mate&d. horn cattle not 

inspected and passed for human consumption, and mechnnically separated 

(MS)(Beef). The materials, designated as SR& were the’brain, skull, eyes, 

trigeminal ganglia, spinal cord, vertebraI column (excluding the -vertebrae of 

the tail, the transverse processes of the thoracic and lumbar vertebrae, and the 

wings of the sacrum], and dorsal root ganglia of cattle 30 months and older, 

and the distal i leum of the small intestine and tonsils fromah cat&. The Food 

Safety and Inspection Service (FS1S) of the United States Department of 

Agriculture (USDA) designated the same list of ma%C& as SRMs in its rule 

entitled “Prohibition of the Use of Specified Risk Materials:for Human Food 

and Requirements for the Disposition of ‘Non-amb~lat~ry”~~i~abIed~~a~tle” (69 

FR 1862, January 12, ~00~). In addition, FDA provided’an alternative standard. 

for tallow in its interim final rule, T&law must.‘be produced.by eit’hcr 

excluding prohibited cattle materials or, if produced‘using .prohibi-te,d cattle 

materials, must contain no more than 0.15 percent insoluble impurities. Tallow 

derivatives were exempted from the provisions of FDA’s interim fmal rule. 

The comment period for the. interi.m final rule closed onOctober 12, 2004. 

After reviewing comments received on the interim final rule, FDA. determined 

that it needed to make some changes and clarifications.no-cu, rather than 

waiting until we could address a,ll c&the comments‘ in a-final rule. We are 

amending or clarifying the interim final rule -in the following five areas: 

1. Use of small intestine, 

2. Status of milk and milk preducts, 

3. Status of tallow derivatives, 

4. Status of cattle hide, and 
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5. Testing method cited for ,determining the level of insoluble impurities 

in tallow. 

We are making these~amendments to the interim final .rule in. part in 

response to comments indicating uncertainty regarding the statusof certain 

products under the interim final rule and new information regarding removal 

of the distal ileum. 

II. Amendments and Cla~ificatians to the Inferim Final Rulre 

A, Prohibitian on the Use,of Smdl Inkstine From Afl Cktlle 

In the interim final rule of July 14,2004, FDA prohibited the use of the 

entire small intestine in humasr food and cosmetics, even though the agency 

(at the time the interim final rule was issued) only considered, and currently : 
only considers, the distal i leum portion of the small intestine to be an SRM. 

As stated in the preamble to the interim final rule, FDA pr’ohib,ited the use- 

of the entire small intestine because at the time we bel&ved: (11 It would be 

difficult to distinguish one end of the smalls intestine, from the other once it 

had been removed from the animal; (2) there was a lack of international 

agreement on how much of the small intestine should be removed to ensure 

that the distal i leum is separated from the remainder of the inte&ne; and (33 

given the lack of international. ccmsensus on the issue, a manufacturer or 

processor would not be ab,le to d,oc.ument that the distal iIeum was adequately 

removed (69 FR 42256 at 42259]$ We requested comments ad~dressing our 

reasons for prohibiting use of th@ entire small intestine and..solicited specific 

information on whether processors may be able to effectively remove just the 

distal ileum. 
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1 , 1. Comments Received 

In response to the interim final rule, FDA received comments from beef 

processors, the natural ca,sing industry, the beef by-product industry, and 

importers and exporters of natural casings and beef by-products that reyuested 

that the agency amend its prohibited cattle materials rule to prohibit only the 

distal ileum portion of the small intestine for human food and cosmetics, rather 

than the entire small intestine. As stated in the comments, infectiirity has only 

been confirmed in the distal ileum of the small intestine of cattle infected with 

BSE under e.xperimental conditions, and the technology exists to effectively 

remove the distal ileum portion from the rest of the small~intestino. 

Comments also described, in detail, examples of veri&iable procedures for 

the effective removal of the distal ireurn portion of the small intestine, which 

is made up of three sections: The duodenum, the jejunum, and ,ths ileum. One 

procedure described in the comments begins with the removal of the small 

intestine from the a.bomasum. Under this prwedure, the smnll.intestine is 

separated from the caecum at the ileoeecal orifice, and the ileum is separated 

from the jeju.num at the flange. Accord-kg to the comments; the resulting 

segment that contains the distal ileum-would measure 36 to 72 inches in length 

depending on the age and size of the animal. 

Another procedure described in the comments also begins,with removal 

of the small intestine from the abomastim, except.that under this procedure 

the small intestine remains attached to the caecum. The sepamtion of the non- 

ileum sections of the small intestine from the ileum is made at a “-point 36 

to 80 inches from the eaecwn, leaving the entire ileum of the small intestine 

attached to the caecum. According to the comments, leaving the ileum attached 

to the caecum at this initial stage provides an easily verifiable pomt of 



reference for on-line inspectors. The next step in this procedure is to separate 

the 36 to 80 inch portion .of the ‘intestine that contains the ileum from the 

caecum at the ileocecal orifice, leaving the caecum and the-small intestine for 

edible use. 

Another comment noted that, prior to December 2003, japan accepted 

importation of beef casings from the United States on the basis of ,U.S. 

government certified removal of the distal i leum from the small intestine. The 

procedure required the renzoval of at least 86 inches of the small intestine, 

measured from the junction of the ileum and the caecum, to ensure removal 

of the distal ileum. 

Several comments indicated that, because of the distinct shape of the distal 

i leum of cattle, it is easy to verify the effective removal of this portion of the 

small intestine. Furthermore, comments from the natural casing industry stated 

that, because of the distal Iileum’s physical properties, particularly the absence 

of a curve and an irregular thick surface, the distal &urn. is not useable as 

a natural casing for sausage products; Thus., these comments. note<. many 

slaughter establishments in the CJnited States and Canada hevc a policy of 

removing the distal i leum from all cattle at the time of slaughter, I$urthermore, 

as stated by the comments, slaughter establishments in Braail, Argentina, and 

Uruguay, the three countries that are the major exporters of natural casings 

to the United States, have all been able to certify the removal of the distal 

i leum using achievable standards when requested to do so by t11eir U.S. 

customers. 

In addition to comments requesting that only the d.istaL ileum portion of 

the small intestine be prohibited from use in human food and cusmetics, we 

received com.ments stating that the entire small intestine or both the small and, 
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large intestines should be considered. SRI&. Comments noted.that the 

European Union (EU) idetitifies, both the ‘small and large intestine as specified 

risk m.aterial and prohibits their use in food. As stated in comments, this was 

done in the ‘EU because BSE infection is associated wi,th absorption of the BSE 

agent from contaminated feed and because it is not. possible to prevent 

slaughterhouse contamination of other intestinal areas’with mattex from the 

ileum. Comments also cited a study showing that t~hs myenteric plexus of the 

distal i leum was positive when immunostained in naturally infected and 

experimentally infected cattle. The comments noted that, because the 

myenteric plexus runs throughout the intestine, the possibility ofinfectivity 

in other sections of the intestine cannot be djscounted.,Com~~ents also noted 

that the International Review Team (IRT), appointed to review BSE ,prevention 

measures in the United States after the discovery ofthe E&SE-positi.ve cow in 

Washington State, recomtiended that Ehe’SRM ban be amended to> include the 

entire small and large intestines. 

2. Response to Comments 

After considering the comments submitted on the removal” of ihe distal 

ileum, FDA has concluded that processors have the tewhnology to effectively 

remove the distal i leum portion, from t,he rest of the srrrall intestine. 

FDA believes that procedures to ensure effective removal ofth~ distal 

i leum require that at least ‘80 inches of‘the uncoiled and trimmed small 

intestine, as measured from the-caeco-colic junction and progressing 

proximally towards the jejunum, be removed. We believe that these procedures 

ensure removal of the entire distal i leum despite differences in len& of the 

intestinal tract or its segments between breeds or among animals of different 

sizes of the same breed. An alternative removal procedure may be used if an 



establishment can demonstrate that it is equally effective in ensuring that the 

entire distal i leum is completely removed, 

We do not agree with comments that stated th& the entire small intestine 

or both the small and the large intestine should be designated as SRMs. Though 

the EU prohibits the entire intestine from use in food, the datathat we are 

aware of indicating infectivity al,ong the entire intestine is from.otller species, 

not from cattle infected with BSE or other transmissib1.e spongiform 

encephalopathies (TSEs) (Refs. 1 to S), Though the studies in other species 

represent the distribution of infectivity in those species, they may not represent 

the distribution of infectivity in cattle infected with BSE as evidenqd by 

studies with bovine tissue. 

In cattle, infectivity has been found in the distal i leum in tissue bioassay 

from cattle experimentally given 32% [Ref. 7; see discussion in sections I. E 

and F of the mterim final rule). In cattle experimentally infected with BSE, 

positive Peyer’s patches were found by-‘~mmunohis~o~hemi~try only in the 

distal ileum, and in cattle with naturally occurring and experimental HSE, 

positive myenteric plexus neurons we-is found only in the distal i1ew.m (Ref. 

8). The duodenum of cattle experimentally given I333 Eras not dem,onstrated 

infectivity when tested by mouse bioassay and has been negative for the 

presence of abnormal prions when examined by imm~~ohisto~h,emistry during 

all stages in the pathgenesis of the disease (Refs. 8 and 9). Few samples of 

jejunum have been tested, but those that have been tested were negative for 

the presence of abnormal prions when examined by ~~nmul40histoch~mistry 

(Ref. 8). In a bioassay of tissues from cattle with naturally-occuring BSE, no 

infectivity was found in the splanchnic nerve, rmnen, omasum, abomasum, 
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proximal small intestine, proxi.ma1 colon, distal colon, and rectum, or even 

in the distal small intestine (Ref. 9). 

The study by Terry ajnd others [Ref. 8)’ indicated that the myenteric plexus 

of the distal i leum contained some abnormal prion protein in neurons, This 

tissue extends throughout the srnatl intestine, so we, cannot compXletely 

eliminate the possibility that infectivity might exist in the jejunum or the 

duodenum. However, that same study found no kidence of abnsn~al prion 

protein in the sections of the duodenum and the jejunum examined. Therefore, 

it is likely th,at, if any infectivity is present, it is at levels too low to present 

a public health risk. We realize~that the studies on tissue infectivity l-rave 

limitations, but we are not aware of evidence that; intestine’othr t&n the distal 

i leum harbors infectivity in cattle with BSE. If we become aware of data 

indicating that other portions of the small intestine or fhe large intestine in 
: 

cattle harbor infectivity, we will take action appropriate to the public health 

risk presented by the tissues and worMwide jncidf;xtlce of BSE. 

We also do not agree that cross contamination of other parts of the 

intestine with infectivity in the distal i leum is unavoidable in the 

slaughterhouse. Comments provided several methods by which the distal 

i leum can be consistently and effectively removed from the’rest of the small 

intestine without cross contamination d-uring slaughter. We agree *hat, if these 

methods are properly implemented, cross contamination can be avoided. 

Finally, we do not agree that we should require that the entire intestine 

of all cattle be designated an SRM because the XRT,recommended it. As stated 

previously in. this document, the agency does not find that there is sufficient 

evidence to support designating the entire intestine as an SRM.. 



i Therefore, we are amending $js 189.5(a)(l) and ?YKLZ~(~][~) to reflect that 

small intestine is a prohibited cattle-material unless it meets the provisions 

of new §§ 18%5(b)(2) and 700.27(b)(2]. New $$J 18&5,(b)(~) and ?‘00.27(b)(2) 

state that small intestine is not considered prohibiled. cattle material if the 

distal i leum is removed by a procedure that verifiabl,v removes at least 80 

inches of the uncoiled and trimmed small intestine as. measured from the 

caeco-colic junction and progressing proximally toward,s the jejunum or by a 

procedure that the establishment can demonstrate is equally effective in 

ensuring complete removal of the distal ileum. 

These amendments to FDA”s interim final rule are consistent with. 

amendments, that USDA made to its interim final rule regarding use of small 

intestine appearing elsewhere in this issue of the Federal ~~~~ste~. FDA 

regulates stripped and cleaned casings derived from bovine small intestine, 

and USDA’s FSIS regulates unprocessed bovine small intestine and “meat 

food” products made with beef casings. It is important to note that natural 

beef casings and other FDA regulated~products derived from small. intestine 

are also subject to FSIS requirexnents when used iti?SfS regulated products. 

Specifically, FSIS will not permit natural casings derived from beef small 

intestine to be used in meat food products unless the casings are derived from 

cattle that have been inspected and passed in a US. official establishment or 

in a certified foreign establishment. 

B. Status ofMilk and Milk Products 

The interim final rule provides that no h,uman food-or cos,metics shall be 

manufactured from, processed with or otherwise contain, prohibited cattle 

materials. Prohibited cattle materials include material from cattle not inspected 

and passed for human consumption, 



1. Comments Received 
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Several comments noted that milk and milk produci~ crtuld be viewed as 

products that are not inspected and passed because milk is obtained from live 

animals that do not undergo the same inspection as cattle during slaughter. 

These comments noted that milk and milk products are internationally 

recognized to present a negligible risk of transmitting the agent that causes 

BSE and asked that we clarify the status of milk alnd milk produc~ts under the 

interim final rule. 

2. Response to Comments 

The interim final rule applies to materials from cattie s~a~ght~~e~~ on or 

after the effective date and was not meant to apply to .rnilk and milk products, 

which come from live cattle. Therefore, we are amending ‘5s lf39.5(a)(l) and 

700.27(a)(l) to clarify that milk and milk products are not included i-n the 

definition of “prohibited cattle materG&.” 

C. ClarQkation of the Classificatioq of Tallow Derivatives 

The interim final rule- defines tallow and, tallow derivatives and states that 

prohibited cattle materials do not include tallow that contains-no more than 

0.15 percent hexane-insoluble impurities and tallow derivatives, 

1. Comments Received 

Several comments requested that we clarify whether the tallow used as 

starting material for the tallow derivatives has to contain no more than 0.15 

percent insoluble impurities in order for the tallow derivatives not to be 

included in the definition of “‘prphibited cattle mat&&.‘” 



2. Response to Comments 

The exemption of tallow derivatives from the definition of “prohibited 

cattle materials” does not depend on the source tallow for the derivatives. For 

the reasons discussed in the preamble to the interim final rule, tallow 

derivatives present a negligible risk of transmitting the agent that causes BSE 

regardless of the source tallow. T’herefure, all tallow derivrtljves are exempt 

from the ban on the use of prohibited cattle materials in human food and 

cosmetics. 

D. Status of Human Food,and Costi#ks Derived Fr~rrt CuttkJ-Jide 

The interim final rule provides that no human food or cosmetics shall be 

manufactured,from, processed with or otherwise contain, p,rohibited cattle 

materials. Prohibited cattle materials include products that have not been 

inspected and passed for human consumption. Cattle hides, which are used 

as source material for collagen and collagen casings, receive antemortem but 

not postmortem inspection in most slaughter operations, 

1. Comments Received , 

Several comments stated that the commenters did not believe that FDA 

meant to des:ignate all cattre hide and products derived from chide as prohibited 

cattle material because they do not undergo postmortem inspection. These 

comments also pointed out that antemortem iaspedtion is when BSE might be 

detected from the behavior or appearance of the animal, &Gle postmortem 

inspection is more useful for detecting Gross contamination anxong parts of the 

carcass. Comments indicated that risk of cross contaminatian by olher carcass 

parts is not relevant for the hide because it is removed at the beginning of 

the slaughter process. In addition, colxxments noted that cattle hide is 

internationally recognized to be a tissue with a negligible risk of transmitting 
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the agent that causes BSE, and the World Organization for Animal Health (OIE) 

recommends that it be freely traded regardless of the BSE risk status of the 

exporting countries. 

2. Response to Comments 

We agree with these comments. It was not our intention to designate all 

products derived from cattle hide as prohibited cattle materials for use in 

human food and cosmetics. We also recognize that cattle hide has been 

determined to be a tissue with negligible risk of transmitting the agent that 

causes BSE and that the OIE recommends that it be freely traded regardless 

of the BSE risk status of the exporting countries. Therefore, we are exempting 

hides from the provisions of the interim final rule and are amending 

ss189.5(a)(l) and 700.27(a)(l) to clarify that hides and hide-derived products 

are not included in the definitions of “prohibited cattle materials.“’ Though 

we are exempting hides from the provisions of the interim fix-ml rule, 

manufacturers and processors must take precautions to avoid cross 

contamination of hides and other nonprohibited cattle material wi.th prohibited 

cattle material during slaughter and processing. If hides are cross contaminated 

with prohibited cattle material, they will be considered adulterated. 

/ - 

E. Method for Determining the Level of‘hduble hpzrities in Tcrllow 

Under the interim final rule ($5 189.5(a)(6) and 70(3.27(a)(6)), any raw 

materials may be used as tine starting material for tallow production as long 

as the resulting tallow contains no more than 0.15 percent. hexane insoluble 

impurities. The interim final rule requires that the method for “hexane- 

insoluble matter” described in the 5th edition of the Food Chemicals Codex _- 
(FCC) be used to measure hexane-insoluble impurities in tallow. The interim 
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final rule also states that an alternative method may be used if it is equivalent 

to the FCC method. 

1. Comments Received 

We received several comments requesting that we specify a. different 

method for measuring insoluble ‘impurities in tallow. Comments stated that 

the domestic: tallow industry pri”narily uses a method of the American Oil 

Chemists Society (AOCS) to measure insoluble impurities.,In comparison to 

the FCC method, comments stated that the AQCS method is less expensive, 

requires less solvent and has lower solvent disposal costs, and does not require 

specialized equipment or suppEes. These comments requested that FDA 

approve the .AOCS method for measuring insoluble impurities. 

2. Response to CommentsI 
” s 

FDA agrees that the FCC method is more expensive, uses more solvent, 

and requires more specialized equipment than other methods currently used 

by industry. In response to comments and,thc information we obtained about 

the various methods, we are amending the interim final rule to cite the method 

for measuring insoluble impurities of the AOCS [“Insoluble Impuriti,es,” AOCS 

Official Method Ca 3a-46) ,or a method equivalent to it in accuracy, precision 

and sensitivity. The AOCS method is currently used by the domestic tallow 

industry, uses updated equipment, is less expensive to implement, and may 

be more sensitive than the: FCC metho 

Reference to the AOCS method in the a,mended interim Anal rule does 

not exclude use of the FCC method we sited inthe interim final rule. Any 

testing method may be used that is equivalent to the AOCS &h&l. Those 

wishing to use an alternate test are responsible for determining that it is 
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equivalent to the AOCS method cited r’n the interim final rule as amended 

here; it is not necessary that FDA approve the use of an alternate test. 

III. Summary of Amendnbents tie the Iriterim Final Rule 

We are amending §g 189,.5(a)(l) and 7U0.27[a)fll) to reflect that small 

intestine is a prohibited c$ttle material unfess it me&s the p.rovisions of new 

S$j 18%5(b)(%) and 700.27(b)[2). New 5s 18%5(b)(2) an‘d 700,27(b)(z) state that 

small intestine is not considered prohibited cattle material if the distal ileum 

is removed by a procedure that removes at least 80 inches of the un@led and 

trimmed small intestine as measured from the caeco-colic juncti.on and 

progressing proximally towards the jejunum or by a procedure that the 

establishment can demonstrate is equally effective in ensuring complete 

removal of the distal ileum. 

We are amending s§ 189.5(a)(l) and 700.27(a)(l) to specify that milk and 

milk products and hides and hide-derived products are not ~rohi~~it~~d cattle 

materials. 

Finally, we are amending.§$189,5[a)(6) and 7QU.27(a)(6) to in$icate that 

tallow, if it is sourced from unknown materials, must contain not more than 

0.15 percent insoluble impurities as determined by the method “Insoluble 

Impurities” (AOCS Official Method Ca 3a-1?16), AOCS, or another method 

equivalent in accuracy, precision, and sensitivity to ARCS Offkial. Method Ca 

3a-46. 

IV. Effective Date and Opportunity for Public ~ol~~~~t 

The amendments to the final rule are effective [insert date 30 days clftar 

date of publication in the Fedwal Re,@sbr]. FDA inv.ites public comment on 

these amendments to the Werim final rule.. The comment period will be 60 

days. The agency will consider modifications to these amendments to the 

interim final rule based on comments nxade during the comment period. 
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Interested persons may submit to the Division of Dockets ~a~~a~~~en~ [see 

ADDRESSES) written or electronic comments regarding these ametidments to the 

interim final rule. Submit a single copy of electronic comments or two paper 

copies of any mailed comments, except that individuals, may s,ubmit one paper 

copy. Comments are to be identified with the docket number found in brackets 

in the heading of this document, Recei-ved comments may be seen in the 

Division of Dockets Managemetit between 9 am. and 4 p.m., Monday through 

Friday. 

FDA will address other comments received in response to the interim final 

rule and comments received in response to this amendment i1-i I&her 

rulemaking. 

V. Executive Order 1k286e and Regultatary Flexibi@y Act ’ 

FDA has examined the economic implications US this amendment lo the 

interim final rule as required by Executive Order.li866, ,Executive Order 12866 

directs agenoies to assess all costs and benefits of available regulatory 

alternatives and, when regulation is necessary, to select re,gulatory approaches 

that maximize net benefits‘ (including potential economic, e~~viron~llen~al, 

public health and safety, and other advantqes; di,stributive:impacts; and 

equity). Executive Order 12866 classifies a rule as significt?xlt if it meets any 

one of a number of specified conditions, including: Having an annual effect 

on the economy of $100 ,million, adversely affecting a sector of the economy 

in a material way, adversely affecting competi.tion, or adversely affecting jobs. 

A regulation is also considered a significant regulatory action if it raises novel 

legal or policy issues. FDA has determined that this amendknt to the interim 

final rule is not an economically$$%zant regulatory action. 
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FDA has examined the ecorJomic.implications of this amendment to the 

interim final rule as required by the Regulatory Flexibility Act (5 I.J.S.C. 60~ 

63.2). If a rule has a significant economic impact on a. substantial mnnber of 

small entities, the Regulatory Flexibility Act requires agencies to analyze 

regulatory options that would lessen the economic effect of the rude cm small 

entities. FDA has determined that this, amendment to the interim final rule 

d.oes not have a significant economic impact on a substantial number of small 

entities, 

Bovine Small Intestiine 

The effect of amending the~intcrim final rule will be that FDA regulated 

human food and cosmetic& may be manufactured from, processed’with, or 

otherwise contain small intestine if the distal ileum is effe&ively removed. 

FDA regulates stripped and cleaned casings, derived from-bovine small 

intestine, and USDA’s FSIS regulates unprocessed Ijovine small intestine and 

“meat food” products made with beef casings. Very few, if any, FDA regulated 

foods use beef intestines or beef casings as an ingredient, Therefore, the impact 

on FDA regulated food industries as a result of ‘this amendment to the final 

rule is expected to be small. In the economic analysis of the i.nterim.final rule, 

FDA did not estimate any opporiunity costs for cattle slaughterers or 

manufacturers that used beef small intestines and beef natural casings in their 

products because the small intestine had already been banned as human food 

by the FSIS katerim final rule (69 FR $862, lanuary i2, 2~604). 

USDA’s FSIS is amending its interim final rule to allaw the use of bovine 

small intestine, without the distal ileum, in USDA regulated. products. FDA’s 

/ amendment will benefit those FSTS regulated manufacturers who use beef 

casings; FDA’s amendment again allows this bovine material potentially to be 
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used in FSIS regulated products. See the ISIS interim t$xQ rule (@I FR 1862; 

January 12, 2bO4) and acqompanying analysis for the cost savings associated 

with the renewed use of bovine small intestine in human foodsproducts. 

Tairlo w 

FDA is amending the interim final rule to cite the ARCS method for 

measuring insoluble impurities in tallow. The domestie tallow industry 

primarily uses the AOCS method to measure insoluble impurities in tallow, 

so this change to the rule will reduce the burden of having to s-witch to a new 

measurement standard for 1nany of the domestic tallow manufacturers. In 

comparison to the FCC method cited by the interim final rule, cori~menters 

stated that the AOCS method is less expensive than the FCC method. Tallow 

producers do not have to use the AOCS method if they use anothar method 

that is equivalent to the AOCS method in accuracy, precision, andsensitivity. 

Tallow producers using nonAOCS methods that can be vahdated &ill likely 

not switch methods and will only bear the cost burden of validating. that their 

method is equivalent to the AOCS method, Tallow producers, who do not 

currently use the ACES method but decide to switch ty the method BS a result 

of this amendment to the interim final rule, will pay a $50 fee to obtain the 

AOCS copyrighted method. 
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9. Scientific Steering Committee, European Commission, “TJpd.nte on the Opinion 

of TSE Infectivity Distribution in Ruminant Tissues: Initially Adopted by the 
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i ’ at its Meeting of Nowmber 7-8, 2002, Following the- Subruissibn of a Risk Assessment 

by the German Federal M inistry of Consumer Protection, E%od and Agxidulture and 

New Scientific Evidence Regarding ELSE Lfectivity Distribution in Tonsils,” xcessed 

List of Subjects 

Food additives, Food packaging, Incorporation by refe~e~enee. 

21 CFfi Part 700 

Cosm etics, Packaging and containers, IncorporaGon by ,reference. 

Therefore, under the Federal Food, Drug, and Cosm & ic Act, and under 

authority delegated ta the’Cornm ission~r~of Food aBd Drugs, 21 CFR parts 189 

and 700 are amended as follows: 

PART 189~SUBSTANCE55 P  ~~~~~~~D ~FROM tfS,E tN HU 

II 1. The authority citation,for 21 CFI? part 189 continues to read as -~oollows: 

Authority: 21 U.S.C. 321, 342, 348, 371. 

ta 2. Part 189 is amended by revising $189.5 to read as follows: 

Subpart B-Prohibited Cattie Materials 

Sec. 

$189.5 Prohibited cattle ,matesials. 

Subpart B -Prohibited C&k ~at~r~~~~ 

5 189.5 Prohibited cattle, materlais. 

(a) Definitions. The definitions and interpretations of terms  ccrntained in 

section 201 of the Federal ‘Food, Drug, and Cosm etic Act (the act) apply to 

such terms  when used in this part, The following definitions also apply: 
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i, (I) Prohibited cattle materials means specified risk materials,, small 

intestine of a13 cattle except as provided in paragraph (b)[Z) of’ this section, 

material from nonambulatory disabled’cattle, material from cattle not inspected 

and passed, or mechanic&y se,arated’(MSf[Beef). Prohibited cattle matesi.als 

do not include tallow that contains no more than 0.15 percent insoluble 

impurities, tallow derivatives, hides and hide-derived produc,ts, and milk and 

milk products. 

(2) Inspected and passed means that the product has been inspected ,and 

passed for human consumption by the appropriate regulatory authority, and, 

at the time it was inspected and passed, it was found to be no<t adrtheratcd. 

(3) Mechanically Separated ~(iUl$[ZTeefl means a meat food product that is 

finely cornminuted, resullting from the mechanical separation and ramovai of 

most of the bone from attached skeletal.muscle of cattle carcasses and parts 

of carcasses that meets the specifications contained in 9 CFK :~19.5, the 

regulation that prescribes .the 9 tandard~of identity for MS [Species), 

(4) Nunambulatory disabled cat& means cattle that cannot rise from a 

recumbent position or that cannot walk, including, but not limited to, those 

with broken appendages, severed tendons or ligaments, nerve paralysis, 

fractured vertebral column, or metabolic conditions. 

(5) Specified risk material means the brain, skuh, eyes, trigeminal ganglia, 

spinal cord, vertebral column {excluding the vertebrae of the tail; the transverse 

processes of the thoracic and lumbar vertebrae, and the-wings of the sacrum), 

and dorsal root ganglia of cattle 30 months and older and the tonsils and distal 

ileum of the small intestine of all cattle. 

(6) Tallow means the rendered fat of cattle obtained by pressing or by 

applying any other extraction process to tissues derived directly from discrete 
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adipose tissue masses or ta other carcass parts and tissues. Tallow must ,be 

produced from tissues that are not prohibited cattle materi& or nzust contain 

not more than 0.15 percent insqluble impurities as deterrnmed by the method 

entitled “Insoluble Impurities” (AUGs Official h4etho.d Ga3a-46), ,Americ:an 

Oil Chemists’ Society (ARCS), incorporated by reference in accordance with 

5 U.S.C. 552[a) and 1 CFR part 51, or another method equivalent in accuracy, 

precision, and sensitivity:to ACES Qfficial Method Ca 3a-$6. You may obtain 

copies of the method from AOCS [~I~~://M~~.~oGs.o~~~. Copies may be 

examined at the Center for Food Safety and Appli~d.N~t~t~un’s LJhrary, 5100 

Paint Branch Pkwy., College Park, Iv&? 20740, or at the National A~rchives and 

Records Administration (NARA). For information on, the~availability of this 

material at NARA, call” ZO$-74l-6030, or go .to htfp://w~~~.~~~l?j~~s,go~/ 

federal - aegis ter/code olr_l’ede~a~-~egula,tionsiib~-~ocatiorls,htlll. - 

(7) Tallow derivative means any chemical obtained through initial 

hydrolysis, saponification,, or trans-esterification of tal1.0~: .chemical 

conversion of material obtained by hydrolysis, saponification, or trans- 

esterification may be applied to obtain the desired,product. 

(b) Requirements. 

(1) No human food shall be manufactured from, praces~ed ,tvith, or 

otherwise contain, prohibited cattle m&erials. 

(2) The small intestine is not considered prohibited cattle material if the 

distal ileum is removed by a procedure that removes at least 80 inches of the 

uncoiled and trimmed small intestine, as measured from the ccieco-colic 

junction and progressing proximally towards the jejunmn, or by a procedure 

that ,the establishment can: demonstrate is equally effective in ensuring 

complete removal of the distal ileum, 
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(c) Records. Manufac,turers and processors of human food. that is 

manufactured from, processed with, c;r otherwise cont.ains, cattle material must 

make existing records relevant to compliance with this section available to 

FDA for inspection and copying. 

(d) Adu.lteration. 

(I) Failure of a manufacturer or processor to operate in compliance with 

the requirements of paragraphs (b) or,(c) of this section renders human food 

adulterated under section 402(a)($) of the act. 

(2) Human food manufactured from, processed with, or otherwise 

containing, prohibited cattle ma,terials is unfit for human food and deemed 

adulterated under section 4U2(a)(3) of the act, 

(3) Food additive status. Prohibited cattle materials for use in human food 

are food additives subject to section $09 of the act, except when used as dietary 

ingredients in dietary supplements. The use or intended us,e of any prohibited 

cattle material in human food causes the material and the food to be 

adulterated under section 402(4(2)(C) of the act if the prohibited cattle material 

is a food additive, unless it is the subject of a food addi-tive regulation or of 

an investigational exemption for a food. additive under 5 I 70.3 7 of this chapter. 

PART 700~GENERAL 

I 3. The authority citation for 21 CFR part 700 continues to read as follows: 

Authority: 21 U. S. 6. 321, 333,, 352, 355, 361, 362, 371, 374. 

I 4. Part 700 is amended by revising 5 700.27 to read. as follows: 
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5700.27 Use of prohibited c~a#$e matwiais in casmetic products. 

(a) Definitions. The definitions and interpretations of terms contained in 

section 201 of the Federal Food, Drug, and Cosmetic ACI (the aat.) apply to 

such terms when used in this part. The following definitions &km apply: 

(1) Prohibited c&e materials .meaRs specified risk materials, small 

intestine of all cattle except as provided in paragraph (b)(z) of this section, 

material from nonambulatory disabled cattle, material from cattIe not inspectet 

and passed, or Mechanically Separated (MS)(Beef). Fruhibj~~ed~~~ltt~e materials 

do not include tallow that contains rmmore than 0.15 percent insoluble 

impurities, tallow derivatives, hides and hide-derived products, and milk and 

milk products. 

(2) Inspected and passed means ‘that the product has been inspected and 

passed for human consumption by the appropriate regulatory authority, and 

at the time it was ins,pected and passed; it was found to be not adulterated, 

(3) Mechanically Separated @&!3)(Beef] means a meat food product that is 

finely cornminuted, resulting from the mechanical separation aild removal of 

most of the bone from attached skeletal muscle of ea’ttle ciu’casses and parts 

of carcasses that meet the specifications contained in 9 CFR 319‘5, the 

regulation that prescribes the standard of identity for MS (Species],. 

(4) Nonambulatory disabled cattle means cattle that cannot rise from a 

recumbent position or that cannot walk, including, but not limite4,to, those 

with broken appendages, severed tendons or ligaments, nerve paralysis, 

fractured vertebral column, or metabolic conditions. 

(5) Speci”ed risk material means the brain, skull, eyes, trigeminal ganglia, 

spinal cord, vertebral column. [excluding the vertebrae of the tail, the tra.nsverse 

processes of the thoracic and lumbar vertebrae, and the wings of the sacrum), 



and dorsal root ganglia of cattle 30. months and alder and the tonsils =and distal 

ileum of the small intestine of all cattle. 

(6) Tallow means the rendered fat of cattle obtained by pressi.ng or by 

applying any other extraction process to tissues derived di&ctiy horn discrete 

adipose tissue masses or to other carcass parts atid tissues. Tallow must be 

produced from tissues that are not prohibited cattle materi& or must contain 

not more than 0.15 percent insoluble impurities ai determined by the method. 

entitled “Insoluble Impurities” (AOCS Official Methdd Ca &t-4@), American 

Oil Chemists’ Society (AOCS), incorporated by reference in accordance with 

5 I_J.S.C. 55 2(a) and 1 CFR part 51, or anather method equivalent in accuracy, 

precision, and sensitivity to ACES Official. Method Ca 3a-46. ‘You may obtain 

copies of the method from the AOCS (lrl.irp://www.uacs.o~~). @@es may be 

examined at the Center for Food Safety and Applied Nntritian”s Library, 51.00 

Paint Branch Pkwy,: College Park, MD 20748, or at the National Archives and 

Records Administration (NARA). For information on the availability of this 

material at NARA, call 202-741-6030, or go to l?t~~://WWW.nrchiv~~,s,gov/ 

federal register/code - -- ofdederal r~gulations/ibr_locrxtis>ns:h~~l. 

(71 Tallow derivative means any chemical obtained through iaitial 

hydrolysis, saponification, or traps-esterification of tallow; chemical 

conversion of material obtained by hydrolysis, saponification, or trans- 

esterification may be applied to obtain the desired prdduct. 

(b) Xequiren7ents. 

(1) No cosmetic shall be manufactured from, processed with, or otherwise 

contain, prohibited cattle mat.erials. 

(2) The small intestine is not considered prohibitect,cat%l,c material if the 

distal ileum is removed by a procedure that removes at least 80 iaches of the 



uncoiled and trimmed small intestine, as measured from the caeco-colic 

junction and progressing proximally towards the jejunum, or by a procedure 

that the establishment can demonstrate is equal1.y effective in ensuring 

complete removal of the distal ileum., 

(c) Recoxds. Manufact,urers and processors of cosmetics that are 

manufactured from, processed with, or otherwise contain, cattle material must 

make existing records re1evan.t to compliance with this section available to 

FDA for inspection and copyifig. 

(d] Adulteration.~ Failure of a manufacturer or processor to operate in 

compliance with the requirements of paragraph (b) or (c) of this section renders 

a cosmetic adulterated under section 601(c) of the act. 
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Dated: 

[FR Dot. RF-????? Filed ??-??-Crri; 8:45 am] 

BILLING CODE 4160-01-5 





DEPARTMENT OF HEALTH AND.~~MAN SERWCES 

Food and Drug Adrni~is~r~t~~n 

21 CFR Parts 189 and 700 

[Docket Na. 2004N-0081-J 

RIN 0910-AF47 , , ,, _ 

i :, 
:: f$K. , Use of Materials Derived ‘jwrn Cattle in Human Fsad and Cosm.etics , ” 

.Z _ ,.. 
AGENCY: Food and Drug Administration, HHS. 

ACTION: Interim final rule and request for comments. 

SUMMARY: The Food and Drug Administration (FDA] is amending the interim 

final rule on use of materials derived from cattle in human food and cosmetics 

published in the Federal Re@ster of July 14, 2004, En.the July 14, 2004, interim 

final rule, FDA designated certain materials from cattle, including the entire 

small intestine, as “prohibited cattle materials” and banned the use of such 

materials in human food, including dietary supphxnents, and in cosmetics. 

FDA is taking this action in response to comments received on the interim 

final rule. Information was provided in comments that persuaded the agency 

that the distal ileum, one of three portions of the small intestine, could be 

consistently and effectively removed from the smafl intestine, such that the 

remainder of the small intestine, formerly a prohibited cattle material, could 

be used for human food or cosmetics.‘We (FDA) are also clarifying that mi,lk 

and milk products, hide and hide-derived products, and tallow derivatives are 

not prohibited cattle material 

Comments also led the agency to reconsider the method cited in the interim 



(Ref. 8). In .a bioassay of tissues m cattle with natur~ll,y~~c~ur~ng BSE, no 

infectivity was found in the splanc~hnic~nerve, rumen, omasu~, abomasum, 

proximal small intestine, ,proximal colon, distal colon, and rectum, or even 

in the distal small intestine [Ref. 9). 

The study by Terry and others [Ref. 8) indicate that the myenter& plexus 

of the distal ileum contained some abnormal priori protein in neurons. This 

tissue extends throughout the small intestine, so we cannot completely u 
eliminate the possil$ty that infectivity :&right exist in the jejunum or the 

duodenum. However, that same study found no evidence of abnormal priori 

protein in the sections of the duodenum and ,the jejunum ~~arnin~~. Therefore, 

it is likely that, if any infectivity is present, it is at levels too low to present 

a public health risk. We realize that the studies on tissue infectivity have 

limitations, but we are not aware of evidence that intestine other than the distal 

ileum harbors infectivity in cattle with BSE, If we become aware of data 

indicating that other portions of t e small intestine or the.large intestine in 

cattle harbor infectivity, we will take action appropriate to.the public health 

risk presented by the tissues and worldwide incidence of BSE. 

We also do not agree that cross contamination of ather parts of the 

intestine with infectivity in the distal ileum is unavoi able in the 

slaughterhouse. Comments provided several methods by which the.distal 

ileum can be consistently and effectively removed from -the, rest of the small 

intestine without cross contamination during slaughter. We agree &at, if these 

methods are properly implemented, truss contamination cm be avoided. 

Finally, we do not agree that we? should require that the entire intestine 

of all cattle be designated an SRM because the IRT recommended ,it. As stated 



final rule also states that an alternative method may be used if it is equivalent 

‘to the FCC method. , 

1. Comments Received 

We received several comments requesting that we spec a different 

method for measuring insoluble impurities in tallow. ~o’rnme~ts stated that 

the domestic tallow industry primarily uses a method of the America Oil 

Chemists’ Society (AOCS) to measure insoluble impurities. In comparison to 

the FCC method, comments stated that.the AOCS ~et~Qd is less lexpensive, 

requires less solvent and has lower solvent disposal costs, and does not require 

specialized eqnipment or supplies. These commesfts requested that FDA 

approve the AOCS method for measuring insoluble impurities. 

2. Response to Comments 

FDA agrees that the FCC method is more expensive, uses more solvent, 

and requires more specialized ‘equipment than other methods currently used 

by industry. In response to comments and the informat~o~.we obtained about 

the various methods, we are amend’ ,the. interim final’rule to cite the method 

for measuring insoluble impurities he AOCS (%solnble impurities,” AOCS 

Official Method Ca 3a-46) or a method equivalent to its i-n accuracy, precision 

and sensitivity. The AOCS method is czlrrently used by %Iw domes& tallow 

industry, uses updated equipment, is l,ess expensive to ~mplerne~~, and may 

be more sensitive than the FCC methad. 

Reference to the AOCS ,method in the amended interim final rule does 

not exclude use of the FCC method we cited in the interim final rule. Any 

testing method may be used that is equivalent to the AOCS method. Those 

wishing to use an alternate test are res-ponsible for d~te~rn~~i~g that it is 



adipose tissue masses or to other carcass paes ;znd~tijss~~~ Tallow must be 

<produced from tissues that are nat prohibited cattle materials or must contain 

not more than 0.15 percent insoluble impurities as ,det~rm~~ed by the method 

entitled “Ins ble Impurities” [AUCS Official Meth~~.~~ 3a-46), America 

Oil Chemists’ Society (AOCS), incorporated by reference in acco 

5 U.S.C. 552(a) and 1 CFR part 51, or another method equivalent in accuracy, 

precision, and sensitivity to AQCs Official Method Ca 3a-4,& You.may obtain 

copies of the method from ACES .[htlio://www.ao~~,ur~). Copies Gay be 

examined at the Centerfor Fqod S,afety and Applied ~~tr~~o.*‘s L;ibrary, 5100 

Paint Branch Pkwy., College Park, MI3 20740, or at the Nat~~~~I 

Records Administration (NARA). For information ati the ~v~la~~~~ty of this 

material at NARA, call 202-74~-lXKKJ, or go to http;~/www,crrchi~~s.gov/ 

(7) TcGw derivcgive means any chemical obtained through initial 

hydrolysis, saponification, or trams-esterification of tallow; chemical 

conversion of material obtained: by hydrolysis, sap~~ifi~~tion, or trans- 

esterification may be applied to obtain the desired product. 

(‘0) Requirements. 

(I) No human food shall be manufactured from, processed with, or 

otherwise contain, prohibited cattle m+eria;ls. 

(2) The small intestine is not considered prohibited cattle, mdteriaj if the 

distal ileum is removed by a procedure that removes at lea@ 80 inches of the 

~ uncoiled and trimmed small intestine, as measured from the caeco-colic 

junction and progressing proximally tr)wards the jejwnumt .or by a procedure 

‘” ihat the establishment can demonstrate is equally effective in ensuring 

complete removal of the distal ileum. 



,, 
, 

_’
 

,’ 
_ 

., 
;_

 
.’ 

. 
_ 

, 



/2&'05 11:53 FAX 3014302632 FDA CFSAN CWDF 

4 

SUMMARY: The Food and Drug A 

final rule an use af materials 

pub&lmd in. t&e FedwaI 



+ 
0$/2&‘05 11:f.U FAX ~014Jt32832 

552(a) and 1 CFR part 51 of c cations in 2,s 700.27 

as of [insert duh9 of p~~~~cu~u~ f.a the 

ADDRESSES: You nmy submit ~~~~ 

by any of&e folkwing 

v. Fojkiw the 



/2k/OS 11:53 FAX 3014382f332 FDA CFSAi4 OPDF 

,2.- Status 0fnalUlr and milk : 
5. Status 0fXsllow derM&&mlii, 

4. Status of cattlle hide, and 

5. Testing method cited far 

in tallow. 

We are these ameg 

response to comments ind& 

produGts under ihe interiaa 

of the distal ilman, 

of the e&ire sxnaU intest& bEVxy&e at 

difficult to distinpish one end of tJtuEI ,~~~~ inte 

had been removed fcorn =the i&l; (21. &we was a 



t 
Oi/2iYO5 11:54 FAX 3014332632 

represent the distribx&icm ,of 

the distribution of i@‘ec 

studies with bovine tissue. 

ihun in tissue bioassay from‘eattle 

disc_usrsion in seationls I.36 akd P,of the ixtt&.m, fimiX m+), 

expexixuentally iifected with, 



i 
08/26/05 Cl.:54 FAX 30143(326X3 e . , 



d 
0$/2‘6/0b 11:54 FAX 3014382832 007 

: 

-1, pradwts derived fram catile &de as 



O)/sir/OS y I&54 FA.X 3014382832- 
1 F 

i ‘ 



fzlooa 

P 



/iwa5 us4 m.i au43$2832 A CFSAH O&F 





/2&M 11:54 FAX 301436.2832 ' 

..hd. 



q 2. is amended by revising S l&1 

Subpart 6-F’mhibtte 

se+. 

$189.5 Prokkibi~& &tie m i 

Subpart E=Pmhjbi3&sd CaRI 
8 lfmi Prohfbkted -ca#$i~~ m 

i (a) lleflni&uw. TXra de . 
s&tio~ 201 of the Federal, Foe 

su$h terms whsn used iu thk p 



i 
O's/i$/O5 11:85 FAX 3014382632 

* $ 



is a food additive, wriess it is the s~b~~~t of a food, 

an MWAgational exemptioxkq a fo 

do not include tdlow that ia 

im@&ies, tallow d&vat&w, and 

milk products. 



‘j 

' /i6/05 11:55 FAX 3014362632 

jl;mctimx and progressing 

that l&e estabk&xm m t cm 





’ c 

I current draft): 
“., 

~,!,(c. .) 
4” i / 
$1 

D. Stutus of human food and cosmetics dwhwdjwm cattle hide 

The interim  final rule provides that no human food or cosmetics shalx be ~~~c~ed ’ A 
r* s; 

I 
from , processed with or otherwise contain, prohibited cattle materials. ~ro~bited cattle 

materials in&.tde products that have not been i~p~ct~d,and passe 

consumption. Cattle hides, which are used as source material for collagen and collagen 

casings, recei.ve antemortem but not ~st~~~rn~~ecti~n in most slaughter ~~e~~ti~~s. 

1. Comments Received 
*- 

I 
* - Several comments stated that the conmrenters did not believe that RDA meant to 

designate all cattle hide and products derived @am hide as prohibitedcattle material 

because they do not,underno ~~t~~~~~~~~~~~~. These comments also pointed out 

that antemortem inspection is when BSE m ightbe detected from  the behavior or 

? appearance oftbe an@nal, whilepostmortem inspeCtion is more useful for detecting cross 

contamination among parts of the carcass. Comments indicated that risk of cross 

contamination by other carcass Rarts is not relevant for the hide because it is removed at- 

the beginning of the slaughter processc In additiorr, comments noted that ,cattlehide is 

internationally recognized to be a tissue with a tangible risk of transm itting the agent 

that causes BSE, and the World Health Organization for Animal Wealth (UIE) 

recommends that it be freely traded reganlless of the BSE risk status &he eqxxting 

countries.. 

2. Response to Comments 



I We ape with these comments. It was rrot our intent+ to desigzrate all products derived 

$ 
‘“z 

from cattle hide as prohibited’ cat@ materials for use in human food 

also recognize that cattle hide has been determined to be a tissue wi 

transmittiug the agent that causes BSE amI that the OIE-recommends that it be freely 

traded regardless of the BSE risk status, of the exporting countries; 
/’ I -I^ -- -I 

f 

I 

, -paMe” raw tIla#ria1s 3 
Under the interim fmal rule (~~,189~5(a)(6) and 7~0.27(~)(~))~ any maY.iY~. / 

I 
used as the starting material for tallow production as long as the re$~~~i~~ La&w ~~n~~~ 

no more than 0.15 percent hexane insoluble i~~~t~~s. The. interim Exnai rule requires _” 
that the method for “hexane insoluble ~ter”.~~ribed in the 5th edition of Ihe Foad 

Chemicals Codex 

(FCC) be used to measure he~e-~n~olu~~e ~~~~s in tallow, ‘Ihe interim fmal rule 

also states that au alternative method may be used if it is equivalent to the FCC me&d. 

1. Comments Received 
4 1 

), 2 
We received several comments requestingthat we speci& a d~ere~t method for 

P; 
I 

measuring ~~s~~~~~e impurities in tallow. ,Co~~~t~ stated that the domestic tallow 
7 



I -industry primarily uses a method d&e American Oil Chemisg Society (ACES) to 

measure insoluble impurities. In comparison to the FCC method, comments stated that 

the AOCS method is less expensive, requires less solvent and has,lower so~ve~~,~sposal 

costs, and does not require specialized equipment or) supplies, These comments ~e~u~s~~d 

that FDA approve the AOCS method for measuring insalnble impurities. 

j 

iq3 

2. Response to Comments 

FDA agrees that the FCC method is more expensive, uses more s&vent, and requires 

more specialized equipment than other methods currently used by”in~~. gn response to I’ ’ ’ --,- ~---..,“...m/ 

comments and the information we obtaiged about the various methods, we are ~~~i~g 

the interim fivlal rule to tit kl for measuring insoluble bulges ofthe 

I”“Insoluble Ir a methods equivalent to it 

in accuracy, precision and sensitivity. ghe method is currently used by.& -__-_._ __---. II^_ ..--pI-c-~~I_- ,_.__.I 

Qo-rn-estic &rdus tallo-w- Iess expensive to irn~l~~~~~~ _ _ -- VW&“. __--.---- 

imematimally accepted as8 startdard 
muthod for debrmiuing insohrble 
ilnpwities $I aabt?a1 fats. In the interests 
of haITno7lizmg our reglw~ with the 
im8twtinat qt&ttory wnmtmity, the 
agency is citing the IS0 method rather 

mav be more sensitive than the FCC m&ho,d. 

Reference to the &XS method in the amended interim final rule does not ezktde use cif 4 __*...., ilx-eFll-m,l_- -1-..- v*--^-i- L--_-I _ --------.-, 

the @ZC method we cited in the interim f&l rule+ Any testing method may be used that ’ ’ ------- __-_- Ilr---c---I_“---I1.~-I- --.... _.‘“,I.““” ----1---. :---, 

is equivalent 1.0 the method. Those wishin~~-o~~~_alt~~~~-~~~t-are ~~~~~~~~~- _ , _I_____a.__--_4* 

for determining that it is equivalent to the method cited in the interim f&l rule as ” -_-_ ------ “̂  -1-- ..~-...--.-y,l”llll- 

amended here; it is not necessary that FDA approve. the use of an aI~~ate test. 

III. Summary of Amendments to the interim Final Rub 

We are amending $fi 189,5(a)(l) and 7Q~.27(a~l) to reflect that smaII. intestine is a 

prohibited cattle material unless it meets the provisions of new $8 1~9.5~)~2) and 

70027(b)(2). ‘New (i$’ 189.5(b)(2) and 7~.Z~(b)(2) state that 



small intestine is not cansidered prohibited cattle material if the distal .ileum ia removed 

by a procedure that removes at Ieast- inchesof the unwiled a& 

intestine as measured &om”the ~aec~~~~cj~ti~~ ~d~~~ess~g~~ 

the jejunum or by a procedure that the ~s~b~~s~~t can Democrats is equally ef&ective 

in ensuring complete removal of the Tdistal ikun+ 

We are amending $5 1895(a)(l) and 700,27(a)(i) to specify that milk and mifk produces 

1 and passed means that thi hide w&x 

sowed -fromgn&o-y- materials must contain not more &an. OJ 5 perwnt insoluble 1 
soticed tlotn au Bnimal that passed 

__l-r~f-,,,.,, _ll.,_l- - -x-I -...w‘..- T‘1,“.1 ---I. _c-_--I- mtenmtetn inspeetiou by the approptiate 

impurities as determined by the rnetbod, ’ 
\ \: rcrprlatory$ 

authority, aedatthe time it was inspected 
- - -- .- I” 7‘ aad passed, it was Pouud to be not 

Method Ca 3as), 

equivalent in accuracy, precision, ~~~se~sit~vit~ t? ation of imolubIe itnporities 

FDA has examined the economic ~li~at~~~ of this amendmer@ to the interim 

final rule as required by Executive Order 12866. Executive Order 12866 dire&s ag~~j~s 

to assess aI costs and benefits of avaik&@ r~~~to~ alternatives an&+ when regtiation is 

necessary, to select regulatory approaohes ‘that rz&&&e. net benefits (~~~~~~ potential 

‘\) 

economic, environmentail public: heakb and safety, and other adv~~~e~ d~$~bu~ve 

impacts; and equity). Exewtive Order l2@56 ckssi~es il rule as significant if it meets any 

one of a munber of specified cokdition~, Inckhng: Having an annual effect on the 

economy of $100 million,. adversely aftecting a &%or of the economy in a mat&al way, 

adversely affecting competition, or adv~se~y,a~~~g jobs. 



A regulation is also cansidered a ~ig~i~ca~ regulatory a&& if it raises novel 

legal or pohcy issues. FDA has detested that this amendment tg the interim final r&e 

is not an economically sig~~c~t.r~~l~o~ action. FDA has e 

implications of this amendment to me-~terim f-1 r-u& Bs required by the R~~~at~~ 

Flexibility Act (5 U.S.C. 601-612). @a nrle has a significant economk impact on a 

substantial number of small entities, the ~e~at~~y Flexibility A& requiks. a~~~~es to 

analyze regulatory options that would lessen the, e&&m& effect of the rule, &I small 

entities. FDA has determined that this ~e~~~t to the interim find rule does not have 

a significant economic impact on a substantial rmmber of small entities. 

I 
Bovine Smafl htestine 

The effect of amending the interim final rub will be that FDA r~gu~ta~ human 

food and cosmetics may be manufactured from, processed with, or otbetwise contain 

small intestine if the distal ileum is effectively removed. FDA regulates, stripped and 

cleaned casings derived from bovine small. intest@e, and ‘USDA’s ~SiS.re~~~~~s 

unprocessed bovine small intestine and ‘“meat faod’ ’ products made with beef casings. 

Very few, if any, FDA regulated foods use ~~e~~~~sti~es or beef casings .as an 

ingredient. Therefore, the impact on FDA regulated food industrjes as a result oftbis 

amendment to the final rule is expected t# be smaU. In the economic analysis of the 

interim final rule, FDA did not estimate any ~~~#~ty coats for .z%tle ~~angh~r~~s or 

manufacturers that used beef small mtestirres and beef,naturai casings rn their products 

because the small intestine bad &%ady been b as, human food by the FSIS India 

fislal rule (69 FR 1862, January 12,2@W 



., ., 



Subpart B-Prohibited Clat$le Matoritals 

0 189.5 Prohibited cattle materials 

in By.27) 

(a) D,ef%kms. The definitions and int~~r~tatio~ ofterms contsined in section 2Ql of 

the Federal Food, Drug, and Cosmetic Act (the a@ apply $0 such termswha used in this 

part. The following defmitions alsu apply: 

(1) Prohibited cattle materials meana specified risk materials, smqh festive of all cattle 

except as provided in paragraph (b)(2), of this section, material from ~on~b~~~~ 

disabled cattle, material from cattle not inspected and passed, or rn~c~~a~~y,s~~at~d 

(MS)(J3eef). Prohibited cattle materials do not in&de tallow that contai-ns no more than 
I 

0.15 percent jnsoluble @purities taliow ~~~ati~es _--_--_ ----~2 ..._---__*--.‘.^.. 9 

and milk and milk products. 

(2) Inspected wdpassed means that the produ@. h;as been inspected and passed for 

human consumption by the appropriate r~~lato~ authority, and at the time it was 
, 

inspected and passed, it was found to be not adulterated. ,’ , ‘1., ._.._ _.~ -..- - ._-. *--_- _.___.- ̂.’ 

(3) Mechanically Separated (IMs)(Beefl meam a meat food product that” is fIrrely 

comminuted, resulting from the me&a&@ separation and removal of most of the bone ., 

from attached skeletal muscle of cattle carcasses and parts of carcasses that meets the 

specifications contained in 9 CFR 319,5, the regulation that prescribes the stead of 

identity for MS (Spedies). 

(4) Nanambulatory dfsabkd cut&e means eat% that cannot rise front a recnmbent 

position or that cannot walk, including, but not limited to, those with broken a~~~~dage~, 



severed tendons or ligaments, nerve paralysis, &a&red vertebral GO?- or ~~t~ol~~~ 

conditions. 

(5) Speci$ed risk material xneaqs the b+~., sk& eyes, trigeminal gariglia, spinal cord, 

“., ““,.~ vertebral colnmn (excluding the vertebrae ~~~~ajl, the transverse prokesses of-the 
‘. i: ,’ 1 L‘p . L (8 q. thoracic and lumbar vertebrae, and the wkgs af sacrum), and dorsal root gkmglia of 

% ‘e s. 
$ cattle 30 mmrths and older and the tctnsi& and distal ileum of .me small i~~s~~ of all 

%$* 
cattle. 

(6) Tallow means the rendered fat of cattle obtained by pressing or by applying any other 

extraction process to tissues derived directly f&m discrete adipose-tissue masses @?r‘to 

other carcass parts and tissues. TaIlow must be .prguced from tiasues$at are not 

prohibited cattIe materials 

impurities as determined by the method entitled * 

Offkial Method Ca 3a-46), 

in accordance with 5 USC. 552(a) a& 1 ClFR pati 5 2, or another merhed e~iv~~e~t in 
_” 

accuracy, precisicm, and sensitivity to 

obtain copies of the method f&m 

-.:;;,, @pies may be examined at the Centei for Food Safety and , I’ ’ -___ ._-- .%._.. ,_-__ I --..._-.“- -.” ---“. -se.” .“d _I I - - -- _ _ “_ - _ __) _ _c 
Applied Nutrition’s L 

011, Sloe Pad Ersl1ch 
the National Amhives and Records A~~s~ati~~ (NARA). For~information qr the 

LPkwY., College MD 20740 

availability of this material at NARA, call 202-7&-6~3d, or go to 



(7) Tallow derivative means any chemicaf obtained &rough initiar hy~o~ysis~ 

saponification, or tram-esterifkation of tallow; chetical conversion ~~~~~~ 

by hydrolysis, sapordfication, or ~~ester~~~~~~ may be applied to obtain the desire 

product. 
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PART 181-NDRT 

Authority: 19 U.S.C. 66,1202 (General 
Note a(i). Harmonized anff Schedule of the 
United States), 1624,3 

P 
14; 

PART 1 9%DRAWt#ACK 

B 27. The general a 
part 1% is revised read as follows: 

Authority: 5 U.S.C. 01; 19 U.S.C, 66.1202 
(General Note 3(i), H 

f 

onized Tariff 
Schedule of the Unit States), 1313, 3624; 
* * * * * 

Robert C. Banner, 
Commissioner, Eureo of Customs hnd3order 
Prot@CfiOn. 

IFR Doe. 05-f 7662 Fi 
BILLING CODE SlW-W-PI 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Parts 189and 700 
[Docket No. 2004N-O081] 

R1N 0910-AF47 

se of Materials Derived From Cattle in 
uman Food and Cosmetics 

AGENCY: Food and Drug Administration, 
I-lHS. 
ACTION: Interim final rule and request 
for comments. 

SUMMARY: The Food and Drug 
Administration (FDA) is emending.the 
interim final rule on use of materials 
derived from cattle in human food and 
cosmetics published in the Federal 
Register of July 14,2004. In the July 14, 
2004, interim final rule, FDA designated 
certain materials from cattle, including 
the entire small intestine, as “prohibited 
cattle materials” and banned the use of 
such materials in human food, 
including dietary supplements, and in 
cosmetics. FDA is taking this action in 
response to comments received on the 
interim final rule. Information was 
provided in comments that persuaded 
the agency that the distal ileum, one.of 
three portions of the small intestine, 
could be consistently and effectively 
removed from the small intestine, such 
that the remainder of the small 
intestine, formerly a prohibited cattle 
material, could be used for human food 
or cosmetics. We (FDA) are also 
lafifying that milk and milk products, 
ide and hide-derived products, and 

tallow. derivatives are not prohibited 
cattle materials, Comments also led the 
agency to,reconsider the method cited 
in the interim final rule for determining 
inso?uble impurities i,n tallow and to 
cite instead a ‘method that is less qostly 
to use andrequires less specialized 
equipment. FDA issued the interim final 
rule to minimize human exposure to 
materrials that scieW% studies have 
demonstrsted are highly likely to 
con?& the bovine spongiform 
en~~p~alopa~y~~~SE) agent in c@tle 
infected with the disease. FDA believes 
that the amended provisions of the 
interim .finaf ru& provide the same level 
of protection from human exposure to 
the agent that causes BSE as the original 
pr,ovisions. 
DATES: The amendments to the interim 
final ‘rule are effective Qctober 7,2005+ 
Submit written or:electronic comments 
on the amendments to the interim final 
rule by November 7,2005. The Director 
of the gffice of be Federal Register 
approves the incorporation by reference 
in accordance with 5 USC. 552(s) and 
1 CFR part 51 of certain publications in 
21 CFR 189~5 and 700.27 as of October 
7, zacjs. 
ADDRES$ES: You. may submit comments, 
identified by Docket No. 2OO&N-+Q31, 
by any of the following methods: 

* Federal eRulemaking Portal: &jr// 
wwwy.&&ulat~ons,gov. Follow the 
instiuctions for submitting comments. 

l kkencu Web’site: h&x// 
~~.f~~.g;lL/d~~k~~s/~~~~~~~~$. 
Follow&e instructions for submitting 
comments on the agency Web site. 

* E-mail: .fdadacket~ad.fda.gav~ 
Include Docket No. 2@04N--0081 and/or 
RIN number RIN O~lCWiF~7 in the 
subject line of your e-mail message. 

* FM: 3O2-827-6870. 
* MaillHand delivery/Courier (For 

paper, disk, or CD-ROM submissions); 
Division &Dockets Management, Pood 
and ~~~,Adrn~n~s~atjon (HFA -305), 1 
5630 Fishers Lane, r-m. 1062, Rockvilfe, 
MD 20852., 

instructions: ~11 submissions received 
must inc-lude the agency, name and 
Docket No. or Regulatory Information 
Number @IN) for.this rulemaking. AH 
comments received will be’posted 
without change-to http://www.fda.gov/ 
ohrms~dcJckets/d~~aulf.htm , including 
any personal information provided. For 
detailed instructions on submitting 
comments and additional information 
on the rulemaking process, see the 
“Effective Date and opportunity for 
Public Comment”’ beading of the 
SUPPL~~~iTARY‘)t3FORMA~laN in sectian 
IV of this document. 

Docket: For iccess to the docket to 
read background documents or 

ooqnients received, go to http:// 
~~.fda.gov;‘ohrms/dockets/ 
de~alt.~tm and insert the docket 
number, found in brackets in the 
heading of this document, into the 
“S$arch” box and follow the prompts 
and/or go to the Division of Dockets 
Management; 5630 Fishers Lane, rm. 
1063, Rpckville, MD 20852. 
FOR ~~~~~.~~~QRMA~iD~ CONTACT: 
Rebecca Buckner, Center for Food Safety 
and Applied Nutrition @IFS-306), Food 
and Drug Administration, 5100 Faint 
Branch Pkwy-, College Park, MD 20740, 
302-436-14~5. 
$UF$‘LEMEI’#%AFtV INFORMATION: 

I. ,~~~~~o~d 
On July 14.2004, FDA issued an 

interim fin.&f qr$e entitled “Use of 
Materials Derived From Cattle in 
Human Food tiei Cosmetics” (also 
referred to as “‘the interim final rule”), 
to address the potential risk of BSE in 
human food and cosmetics [69 FR 
42256, July 14,2004). In the interim 
final rule, FDA designated certain 
materials from cattle as *‘prohibited 
cattlemaieriab’” and banned the use of 
such materials in human food, 
in&ding dietary supplements, and in 
cosmetics in $3 389.5 and 700.27 (21 
CFR 189.5 and 23 CFR 700.27). In the 
interim final rule, FDA designated the 
fallowing, as prohibited cattle materials: 
Spedified riskmeterials (SRMs), the 
small intestine from all cattle, material 
horn nonambulatory cattle, material 
from cat$e noi inspected and passed for 
human consumption, and mechanically 
aeper&ed (MSj(Beefl. The materials 
designated as SRMS were the brain, 
skull, eyes, trigeminal ganglia, spinal 
cord, vertebrd column (excluding the 
vertebrae of the tail, the transverse 
processes of the tlmracic and lumbar 
vertelxa~, a&the wings of the sacrnm), 
and ‘dorsal root ganglia of cattle 30 
months and older, and the distal iIeum 
of the small intestine and tonsils from 
all cattle, The Ftiod Safety and 
@spodion Service (FSIS) of the United 
&3tets Department of Agriculture 
[USDA) designated the seme list of 
materials as %&is in its rule entitled 
“pr‘obibftion of the Use of Specified 
Ris;k, Mat&riaIs:for Human Food and 
Re@irements for the Disposition of 
Nan~~b~l~to~ Disabled Cattle” (69 FR 
1862;January ~2,2004). In addition, 
FDA provided ‘an alternative standard 
for ta%w in its interim final rule. 
Tallow must be produced by either 
excluding prohibited cattle materials or, 
if produced using prohibited cattle 
materials, mud contain no more than 
0.35 peqent insoluble impurities. 
Tallow derivatives were exempted from 
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the provisions of FDA’s interim final 
rule. 

The comment period for the interim 
,+a1 rule closed on October 12, 2004. 
After reviewing comments received on 
the interim final rule, ‘FDA determined 
that it needed to make some changes 
and clarifications now, rather than 
waiting until we could address all of the 
comments in a final rule. We are 
amending or clarifying the interim final 
rule in the following five areas: 

1. Use of small intestine, 
2. Status of m>lk and milk products, 
3. Status of tallow derivatives, 
4. Status of cattle hide, and 
5. Testing method cited for 

determining, the level of insoluble 
impurities in tallow. 

We are making these amendments to 
the interim final rule in part in response 
to comments indicating uncertainty 
regarding the status of certain products 
under the interim final rule and new 
information regarding removal of the 
distal ileum. 
II, Amendments and Clarifications io 
the Interim Final Rule 

A. Prohibition on the Use of Small 
Intestine From AN Cattle 

In the interim final rule of July 14, 
2004, FDA prohibit,ed the use of the 
entire small intestine in human food 

smetics, even though the agency 
time the interim final rule was 

.ssued) only considered, and currently 
only considers, the distal ileum portion 
of the small intestine to be an SRh4. As 
stated in the preamble IO the interim 
final rule, FDA prohibited the use of the 
entire small intestine because at the 
time we believed: (1) It would be 
difficult to distinguish one end of the 
small intestine from the other once it 
had been removed from. the animal: (2) 
there was a lack of international 
agreement on how much of the small 
intestine should be removed to ensure 
that the distal ileum is separated from 
the remainder of the intestine: and I31 
given the lack of international . . 
consensus on the issue, a manufacturer 
or processor would not be able to 
document that the distal ileum was 
adequately removed (69 FR 42256 at 
42259). We requested comments 
addressing our reasons for prohibiting 
use of the entire small intestine and 
solicited specific information on 
whether processors may be able to 
effectively remove just the distal ileum. 
1. Comments Received 

In response to the interim final rule, 
FDA received comments from beef 

ocessors, the natural c:asing industry, 
e beef by-product industry, and 

imDorters and tix-aorters of natural 
ca&gs &d beef by-products that 
requested that the agency amend its 
prohibited cattle materials rule to 
prohibit anIy the distal ileum portiorr of 
the sm& ihtestine for human food and 
cosmetics, rather than the entire small 
intestine. As stated in the comments, 
infectivity has only been confirmed in 
the distal ileum of the small intestine of 
cattle infected with BSE under 
experimental conditions, and the 
technology exists to’effectively remove 
thedistal ileum portion from the rest.& 
the small intestine. 

Comments &XI described, in detail, 
examples of verifiable procedures for 
the effective removal of the distal ileum 
portion af the small intestine, which is 
made up of three sections: The 
dtiodetium, the jejunqm, and the il”eum. 
Oneprace&re described in the 
comments begins wit5 the.removal of 
the small intest&e%rom the abomasum. 
Under t&s procedure, the small 
intestine is separated from,the caecum 
at the ileocecal a?ifice, and the ileum ie 
separ$ted from t&e jejunum at the : 
flange. Accprding to the comments, the 
resulting segmen?. that contains the 
distal i4eum would measure 36 to 72 
in&es in length depending on the age 
and size of the a&naI, 

Another prsdedure described in the 
comments &so begins with removal of 
the stiall i&es&e from the aboma3um, 
except ihat unde‘rrhis procedure the 
small’ intestine semains attached to the 
caecum. The separation of the non- 
ileum sections of &he small intestine _ 
from the ileum is>made at a point 36 to 
80 inches from- the caecum, leaving tie 
entire ileum of the small intestine \ 
attached to th&$ecum. Accoxding to 
the commen-ts, leaving the ileum 
attached to the c+e/cum at this initial 
stage provides an easily verifiable Ijoint 
of reference for on-line inspectors. The 
next step in this procedure is to separate 
the 36 to-tii[)lncb portion of the intestine 
that contains the~i2eum from the caemm 
at the ileacttcal .or@ce, leaving the 
caecum .and the small intestine for 
edibh use. 

Anotfier comment noted.that, prior to 
December 2003‘; Japan accepted 
importatian of beef casings from the 
United States on the basis of U.S. 
government certi&d removal of the 
distal ileum from tiesmall intestine. 
The procedure requ.ired the Ternoval of 
at least 80 inckss.of the small intestine, 
measured from the $mction of the ileum 
and Olectiecum, to ensure removal of 
the distal ileum. 

Several cotiments indicated that, 
because of the distinct shape of the 
distal- ileum of cattle, it is easy to verify 
the effective removal of this portjon of 

the small intestine. Futiermore, 
commelits from the natural casing 
industry stated that, because of the 
distal ileumas physical properties, 
particularly rhe absence of a curve and 
an &regular &ick surface, the distal 
ileum is not useable as a natural casing 
for sausage products. Thus, these 
CO+NXI~S noted, many slaughter 
establis&ments in the United States and 
Canada have a poIicy of removing the 
distal ileum from all cattle at the time 
of siau@ter. J%rthermore, as stated by 
the comment& slaugh:hter establishments 
in Brazil, Argentina, and Uruguay, the 
three” countries that are the major 
exporters of natma casings to-the 
United States. hav8 all been able to 
c&i& t&e redoval of the distal ileum 
using achievable standards when 
reqtieste,d to do so by their U.S. 
customers. 

fn additionto comments requesting 
t-hat only the dtqtal ileum portion of the 
smafl int&tine be prahibited from use 
in human food and cosmetics, we 
received,comments stating that the 
entire small intestine or both the small 
and iage intestines should be 
considered SKM3. Comments noted that 
the EuropeenUnion (EU) identifies both 
the small and large intestine as specified 
risk rrraterial and prohibits their use in 
food: As stated in cowents, this was 
done in @e Enj because BSE infection is 
associated wi& absorption of the BSE 
age& from contaminated feed and 
because it is riot possible to prevent 
slan&&hau3e contamination of other 
intes’tiial’ areas M.h matter from the 
ileum, Comments also cited a study 
showingthat the myenteric plexus of 
the djstai ileum was positive when 
irnmunostairmd in naturally infected 
and sxperme$ally infected cattle. The 
comments notsd that, because.the 
myenteric plexus runs throughout the 
intestine, thi?! E)ossibility of infectivity in 
nther sections af the intestine cannot be 
discoutited. Cdminents also noted that 
the’i~kenationaI,,iRev~ew Team IniT), 
appointed to review BSE prevention 
metisures ia t& United States after the 
discovery of t&e K&positive cow in 
Washington Slate, recommended that 
the SRM’ban be amended to include the 
entire small and large intestines. 
2. Response to Comments 

After consid&@ the comments 
subniitted on the removal of the distal 
ileurjr, FDA has concluded that 
proctissors have the technology to 
effectively remove the distai ileum 
portion from t&e r&t of the small 
intestine. 

FDA believes that procedures to 
ensme effective removal of the distal 
ileurti require that at least 80 inches of 
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the uncoiled and trimmed small 
intestine, as measured from the caeca- 
colic junction and progressing 
proximally towards the jejunum, be 
removed. We believe that these 
procedures ensure removal of the entire 
distal ileum despite differences in 
length of the intestinal tract OF its 
segments between breeds or among 
animals of different sizes of the same 
breed. An alternative removal procedure 
may be used if an establishment can 
demonstrate that it is equally-effective 
in ensuring that the entire distal ileum 
is corn letely removed. 

We B 0 not agree with comments that 
stated that the entire small intestine or 
both the small and the large intestine 
should be designated as SRMs. Though 
the EU prohibits the entire intestine 
from use in food, the data that we are 
aware of indicating infectivity along the 
entire intestine is from other species, 
not from cattle infected with BSE or 
other transmissible spongiform 
encephalopathies-(TSEs) (Refs. 1 to 6). 
Though the studies in other species 
represent the distribution of infectivity 
in those species, they may not represent 
the distribution of infectivity in cattle 
infected with BSE as evidenced by 
studies with bovine tissue. 

In cattle, infectivitv has been found’in 
the distal ileum in t&sue bioassay from 
cattle experimentally given BSE (Ref. 7; 

e discussionin sections I. E and F of 
e interim final rule). In cattle 

experimentally infected with BSE, 
positive Peyer’s patches were found by 
immunohistochemistry only in the 
distal ileum, and in cattle with naturally 
occurring and experimental BSE, 
positive myenteric plexus neurons were 
found only in the distal ileum (Ref. a), 
The duodenum of cattle experimentally 
given BSE has not demonstrated 
infectivity when tested by mouse 
bioassay and has been negative far the 
presence of abnormal prions when 
examined by immunohistochemistry 

’ 
during all stages in the pathgenesis of 
the disease (Refs. 8 and 91. Few samples 
of jejunum have been tested, but those 
that have been tested ware negative’for 
the presence of abnormal prions when 
examined by immunohistochemistry 
(Ref. 8). In a bioassay of tissues from 
cattle with naturally-occurring BSE, no 
infectivity was found in the splanchnic 
nerve, rumen, omasum, abomasum, 
proximal small intestine, proximal 
colon, distal colon, and rectum, or even 
in the distal small intestine (Ref. 9). 

The study by Terry and others (Ref. 8) 
indicated that the myenteric plexus of 
the distal ileum contained some 
abnormal prion protein in neurons. This 

e extends throughout the small 
tine, so we cannot completely 

eliminate the possibility that infectivity 
might~exist in tbe.jejunum or the 
duodenum. Wowever, that~same study 
found no evidencci! of abnormal priori 
pratein jn the sections of the duodenum 
and the jejunum examined. Therefore, it 
is likely that, if any infectivity is ’ 
present, it is at levels too l’ow to present 
a public health risk. We realize that the 
studies on tissue infectivity have 
limitations, btit we are not aware of 
evidence that intestine other than the 
distal ileum harbors infectivity in cattle 
with BSE. IF we b.ecome aware of date 
indicating that. other portions of the 
small inrestine or the large intestine in 
cattle harbor infectivity, we will take 
action appropriate to the public health 
risk presented by-the tissues. 

We also do not agree ,that cross 
contamination of other parts of the 
intestine with infectivity in the distal 
ileum is unayoidabie in the 
slaughterhouse. Comments provided 
several,methods by which the distal 
ileum can be consistently and 
effectively removed from the rest of the 
small intsstine’without cross 
contamination during slaughter. we 
agree ,that, if these methods are properly 
implemented, cross contamination can 
be avoided. 

Fihaliy, we do not agree that we, 
should reguire that the entire intestine 
of all cattle be designated an SRM 
because the IRT recommended it. As 
stated‘previously in this document, the 
agency does not. find that there is 
suBk+mt evidence to support 
designating the entire intestine as an 
SRM. 

Therefore, we are amending 
$5 1fp.~(a)(1) and 7PO.27fa)(If to refIect 
that sm-all intestine is a prohibited. cattle 
material unless it -meets the provisions 
of new $$38%(b](2)! and 7Qo.27(b)f$ 
New & ~E@X%$Z) and 740.27(b)(zf 
state that small intestine is not 
considered prohibited cattle material if 
the distal ileum. is removed by a I 
procedure that verifiably removes at 
least&O’inches oftbe uncoiled and 
trimmed small intestine as measured 
fromtho caeco-co&e junction and. 
progress&g proxin$lly towards the 
jejurmm or by a procedure that the 
establishment caridemonstmte is - 
equally effective in ensuring complete 
removal of the distal ileum. 

These amendments to FDA’s interim 
final rub “are consistent with 
amendments that USDA made t,o its 
interim final rule regarding use of small 
intestine alFjpearing elsewhere in this 
issue of the Feder61 Register. F’DA 
regulirtes stripped and cleaned casings 
derived From bovine small intestitie, arrd 
WSDA”s ISIS regulates unprocessed 
bovine small intestine and “meat food” 

products made with beef casings. It is 
important to note that natural beef 
casings and other FDA regulated 
products derive4 from small intestine 
arearso subject 20 FSIS requirements 
wheu used in FSIS regulated products. 
Speci.fically, FSIS will not permit 
natum~casings derived from beef small 
intestine to be used in meat food 
products unlash the casings are derived 
from cattle that have been inspected and 
passed in a US. official establishment 
or in a certified foreign estabhsbment. 
B. Status of M-ilk and Milk Products 

The interim final rule provides that 
no human food or cosmetics shall be 
rn~~~act~e~:frorn, processed with or 
otherwise contain, prohibited cattle 
materials. Prohibited cattle materials 
include material -from cattle not 
inspected armpassed for human 
consutiption.~ 
I. Comments Received 

Several comments noted that milk 
and.milk products could be viewed as 
products ihat ,are not inspected and 
nassed bebause milk is obtained from 
jive eriimals that do not undergo the 
same inspection as cattle during 
slaughter. These comments noted that 
milk and milk products are 
Gm&ationally recognized to present a 
negligible risk.of trans,mitting the agent 
that,causes BSE and asked that we 
clari@ the status of milk snd milk 
products under the interim final rule. 
,Z..Response te<2mments 

The interimfinal rule applies to 
materials from cattle slaughtered on or 
aff cir the effective date and was not 
meant to apply to milk and milk 
products, which come from live cattle. 
Therefore. we are amendine 
~~H%X5(&lJ and 700.27(&2) to clarify 
that milk and milk moducts are not 
included in the definition of 
“prohibited cattle materials.” 
C. Ck@h3tiarI of the Classification of 
Taliciw Dehatjves 

The interim final rule defines tallow 
and tallow derivatives and states that 
prohibitedcattle materials do nut 
include tallow that contains no more 
than .O.$S percent hexane-insoluble 
impurities and tallowderivatives. 
I 1 Comments Received 

Several comments requested that we 
clarifjl whethert.be tallow used as 
starting mate@ for the tallow 
derivatives has’to contain no more than 
0.35 percent insamble impnrities in 
order for the tallow derivatives not to be 
inchrded in the definition of 
“prohmited oattIe materials.” 
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2. Response to Comments Thetefore, we are exempting hides from 
the provisions d the interim find, rnle 
and’ars amend$?g @189.5(a)[l) and 
7QaXta)(l) to clarify that hides and 
hide-derived products are not included 
in t.he,definitinns of “prohibited cattle 
materi+.” Though we are exempting 
hides from thy provisions of the interim 
final ruie, manufacturers and processors 
must fake preCapfions to avoid cross 
contaminafion of hidesand other 
nonprohibited cattle material with 
prohibited. cattle, material during 
slaughter and processing. If hides arg 
cross enntamin@ed with prohibited 
cattle material, they wiil be considered 
adulterated. 

currently used by the domestic talbw 
industry, z1ses updated equipment, is 
iess expensive to implement, and may 
be moie sensitive than the F&C method. 

The exemption of tallow derivatives 
from ihe definition of “prohibited cattle 

‘materials” does not depend on the 
source tallow for the derivatives. For the 
reasons discussed in the preamble to the 
interim final rule, tallow derivatives 
present a negligible risk of transmitting 
the agent that causes BSE regardless of 
the source tallow. Therefore, al1 tallow 
derivatives are exempt from the ban on 
the use of prohibited cattle materials in 
human food and cosmetics. 
D. Status of Human Food and Cosmetics 
Derived From Cattle Hide 

The interim final rule provides that 
no human food or cosmetics shall be 
manufactured from, processed with or 
otherwise contain, prohibited cattle 
materials. Prohibited cattle materials 
include products that have ndt been 
inspected and passed for human 
consumDtion. Cattle hides. which are 
used as iource material for collagen and 
collagen casings, receive antemortem 
but not postmortem inspection in most 
slaughter operations. 
1. Comments Received 

Several comments stated that the 
commenters did not believe that FDA 
meant to designate all cattle hide and 
products derived from hide as 
prohibited cattle material because they 

o not undergo postmortem inspection. 
hese comments also pointed out that 

antemortem inspection is when BSE 
might be detected from the behavior or 
appearance of the animaJ, while 
postmortem inspection is more useful 
for detecting cross contamination among 
parts of the carcass. Comments 
indicated that risk of cross 
contamination by other carcass pws is 
not relevant for the hide because it is 
removed at the beginriing of the 
slaughter process, in addition, 
comments noted that cattle hide is 
internationally recognized to be a tissue 
with a negligible risk of transmitting the 
agent that causes BSE, and the World 
Organization for Animal Health (0%) 
recommends that it be freely traded 
regardless of the BSE risk status of the 
exporting countries. 
2. Response to Comments 

We agree with these comments. B was 
not our-intention to designate ali 
Droducts derived from cattle hide as 
brohibited cattle materials for use in 
human food and cosmetics. We also 
recognize that cattle hide has been 
determined to be a tissue with negligible 
risk of transmitting the agent that causes 
BSE and that the OIE recommends that 
‘t be freely traded regardless of the BSE 
dsk status of the exporting countries. 

E. Methodfor Detemining the Level I$ 
InsolubIe Impuikes in Tallow 

Under the interim final rule 
($5 r89,6(a)(6) and 70027(a)(6)), any 
raw materraals may be used .as the 
starting material for tailow productiop 
as long as #a iesuhing tallow contains 
no morethan 0.~5 percent hexane 
insoluble imptiMes. The interim final 
ml@ requires thrrt the method for 
“hexane-insoluljle matter” described in 
the 5th edition of the Food Chemicals 
Codex /FCC} be used to measure 
hexane-@soluble impurities in tallow. 
The ?n@rim fihal rule also states that an 
alternative method may be used if it is 
equivalent to the Fccmathod. 
1: Comments Received 

We received several comments 
requestiPg that we specify a different 
method for measwng insoluble 
impurities in tallow. Comments stated 
that the domestic tallow industry 
primarily uses a method ‘of the 
American CM Chemists’ Society (AO@) 
to. me@ure insalnble impurities. In 
compafisan to the FCC method, 
comments stated that the AOCS method 
is less expensive, requir& less solver2 
and has lower sofvent disposal ~osts,~ 
and dpes tiot r%Bire speciaJiz+?d 
eqtiipm+mt or supplies, These coinments 
reqGsted that F%A appfove the AOCS 
method for measuring insoluble 
impurities. 

F?M agrees that the FCC method is 
more expergiV@, uses’more solvent, and 
requires more specialized equipment 
than other metboas currently usedby ’ 
industry. in reipgnse to comments and 
the information we obtained about the 
various methods, we are amending the 
interim final rule to cite the method~fcr 
measuring insoiubie impyities of the 
AOCS f”l,nsoluble Impurities,” AC%% 
Official Method ?a 3a-46) or a methdd 
equivalent to it in accuracy, precision 
and sensitivity. The AOCS method is 

Reference.tothe AOCS method in the 
amended in&rim final rule does not 
excludevse of the FCC method we cited 
in the interim final rule. Any testing 
method may be used that is equivalent 
to t%e AOCS method. Those wishing to 
use an altertiate test are responsible for 
determining that it is equivalent to the 
AOCS m,ethod cited in the interim final 
rule as amended here; it is not necessary 
that FDA approve the use of an alternate 
test 

We are amending S§ 189.5(a)(l) and 
71)(2.27(af(lJ to reflect that small ,. 
intestine is a prohibited cattle material 
unIess it metis the provisions of new 
S$ ~~~.‘~~~~2~-a~d 700.27(b)(2). New 
$3 $39.5i$)[Zb and 70Q.27@1)[2) state that 
small intkstine is not considered 
~ro~~bjted cattle, material ifthe distal 
ileum is removed by a procedure that 
removes’at least 80 inches of the 
uncoiled a&trimmed small intestine as 
measured from the caeco-colic junction 
and progressing proximally towards the 
jejqum or by a procedure that the 
establishment can demonstrate is 
equaliy ,effetztjvo in ensuring complete 
reinoval bfthe dgstal ileum. 

Ws ~FB hending 5s 189.5(a)(l) and 
700,27(a)(l) to slpecify that milk and 
r&k producti and Jiides and hide- 
derived prodricts are not prohibited 
cattle materiats. 

E;Q 189&iJ~6) and 700.27(2(6) to 
indicate that t$law, if it is sourced &from 
unknown.m+eriaIs, must contain not 
more than 0.15 percent insolubIe 
i&purities as determined by the method 
“lnssluble Impurities” (ARCS Official 
Method %a 3-a&461, AOCS, or another 
method equiv+‘nt in accuracy, 
precision, and sensitivity to AOCS 
Offidiai Method Ca 3a-46. 
IY. EfFective Date and Opportunity for 
P&k Comment 

FDA provid$ the public with an 
opporzunity tacomment on the issues 
raised by ihs interim final rule and 
addrksaed in this document. These 
tiendmenes to the interim final rule are 
in rer;ponse to some of those comments. 
These amendr$mts to the interim final 
rule are effective October 7, 2005. FDA 
invites public comment on these 
ametidmdnt’s tg the interim finaJ rule. 
‘he comment period will be 60 days. 
Tha agency wi8 consider modifications 
to these amendments to the interim final 
rule based on comments made during 
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the comment period. Interested persons 
mav submit to the Division of Dockets 
Management (see ADDRESSES) written or 
electronic comments regarding these 
amendments to the interim final rule. 
Submit a single copy of electronic 
comments or two paper copies of any 
mailed comments, except that 
individuals may submirone paper copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

FDA will address other comments 
received in response to the interirnfnal 
rule and comments received in response 
to this amendment in further 
rulemaking. 
V. Executive Order 12866 and 
Regulatory Flexibility Act 

FDA has examined the economic 
implications of this amendment to the 
interim final rule as required by 
Executive Order 12866, Executive Order 
12866 directs agencies to assess all costs 
and benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net be&Its 
(including potential economic, 
environmental, public health and safety, 
and other advantages: distributive 

acts; aud equity). Executive Order 
2866 classi&s a rule as significant if 

it meets any one of a number of 
specified conditions, including: Having 
an annual effect on the economv ofI 
million, adversely affecting a sector of 
the economy in a material way, 
adversely affecting competition, or 
adversely affecting jobs. A regulation is 
also considered a significant regulatory 
action ifit raises novel legal or policy 
issues. FDA has determined that this 
amendment to the interim final rule is 
not an economically significant 
regulatory action. 

FDA has examined the. economic 
implications of this amendment to the 
interim final rule as required by the 
Regulatory Flexibility Act (5 U.S.C. 
601-632). If a rule has a significant 
economic impact on a substantial 
number of small entities, the Regulatory 
Flexibility Act requires agencies to 
analyze regulatory options that would 
lessen the economic effect of the rule on 
small entities. FDA has determined that 
this amendment to the interim final rule 
does not have a significant economic 
impact on a substantial number of small 
entities. 
Bovine Small Intestine 

The effect of amending the interim 
final rule will be that FDA regulat’ed t 

uman food and cosmetics may be 

manufactured from, processed with, or 
otherwise contain small intestine if the 
distal ileum is effectively removed. FDA 
regulates stripped and cleaned casings 
derived from bovine small intestine, and 
USDA’s FSIS regulates unprocessed 
bovine small intestine and “meat food” 
products made with beef casings. Very 
few, if any, FDA regulated foods use 
beef intastines or beef casings as an 
ingredient. Therefare, the impact on 
FDA regulated food industries as a 
result of this amendment to the final ’ 
ruIe-is expected to ,be small. In the 

‘econom~ic analysis of the interim final 
rule, FDA did not estimate any 
opportunity casts for cattle slaughterers 
or manufacturers.t.hat used beef small 
intestines.and beef natural casings in 
theirproducts-because the small 
intestine had already been banned as 
human food by the FSIS interim find 
rule (Bt2 FR 186Z;)anuary 22,ZCW). 

USDA% FSIS is amending its interim 
find rule to‘alIow the use af bovine 
small intestine, Whout the distal 
ileum, in-USDA regulated products. 
‘FIJA”s amendment will beriefit those 
FSIS regulated-manufacturers whouse 
beefcasings; FDA’s amendment again 
allows this bovine material potentially 
to beused in FSIS regulated products. 
See the FSFS interim final ruie (69 FR 
18si;;January 12,2004) and 
accompenyingenalysis for the cost 
savings associated with the renewed use 
of bovine small intestine‘in~human 
foods products. 
TaJk%v 

FDA is amending the interim final 
rule’ko cite the‘AiXS method for 
measuring insolubl’e impurities in 
tallow. The domestic tallow industry 
primarily uses the AOCS method to 
measure insoluble impurities in tallow, 
so this changeto the rule will reduce 
the &urdan of having to switch to a new 
measuramcnt standard for many o@hs 
domestic tallow manufacturers. In 
comparison.to the FCC method cited by 
the interim fIna rule, commenteti 
stated that theAQCS method is less 
expensive than the FCC method, Tallow 
producers do not have ta ta3e the A@3 
method if they usa another method.that 
is equivalent to tha AUCS method in 
accuracy, precision, and sensitivity. 
Tallow producers using nonAOCS 
methods that can be validated will 
likely not switch methods and will only 
bear”the.cost burden of validating that 
their,mathod is eq@valsnt to the ARCS 
method. Tallow producers, who donot 
currently use the AOCS method but 
decide to switch tu the method as a 
result of this amendment to the interim 
final rule, will p”y a $56 fee to-obtain 
the AOCS copyrighted-method. 
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List of Subjects 

21 CFI? Part 189 
Food additives, Food packaging, 

Incorporation by reference. 
22 CFR Port 700 

Cosmetics, Packaging and containers, 
Incorporation by reference. 
e Therefore, under the Federal Food, 
Drug, and Cosmetic Act, and under 
authority delegated to the Commissioner 
of Food and Dmgs, 21 CFR parts 169 
and 700 are amended as follows: 

PART 189--SUBSTANCES 
PROHtBIlED FROM USE IN HUMAN 
FOOD 

q 1. The authority citation for 21 CFR 
part 169 continues to read as follows: 

Authority: 21 USC. 321, 342,348, 371. 
8 2. fart 189 is amended by revising 
5 189.5 to read as follows: 
Subpart E-Prohibited C&We Materials 
Sec. 
5 189.5 Prohibited cattle mater&. 

Subpart B-Prohibited Cattle Materials 

5 189.5 Prohibited cattle materials. 
(a) Defirziti0n.s. The definitions and 

interpretations of terms contained in 
section 201 of the Federal Food, Drug, 

d Cosmetic Act (the act) apply to such 
erms when used in this part. The 

hollowing definitions also apply: 
(1) Prohibited cattle materials means 

specified risk materials, smalI intestine 
of all cattle except as provided in 
paragraph (b)(2) of this section, material 
from nonambulatory disabled cattle, 
material from cattle not inspected and 
passed, or mechanically separated 
(MS)[BeefJ. prohibited cattle materials 
do not include tallow that contains no 
more than 0.15 percent insoluble 
impurities, talIow derivatives, hides and 
hide-derived products, and milk and 
milk products. 

(2) Inspected and passed means that 
the product has been inspected and 
Dassed for human consumntion bv the 
ippropriate regulatory aut];ority, and at 
the time it was inspected and passed, it 
was found to be r&t adulteratid. 

(3) Mechanically Seprated 
(MS](Beefj means a meat food product 
that is finely comminuted, resulting 
from the mechanical separation and 
removal of most of the bone from 
attached skeletal muscle of cattle 
carcasses and parts of carcasses that 
meets the specifications contained in 9 
CFR 319.5, the regulation that prescribes 
the standard of identity for MS 
Species). 

(4) Ndnambulutury disabled cattle 
means cattle that cannot rise Erom a 
recumbent position or that cannot walk, 
including, but not limited to. those\witb 
broken ?Fpendages,,severed tendons & 
ligaroents, nerve paralysis, fractured 
vertebral column, or metabolic 
conditions. 

(51 specified ri+$ matczrial means the 
brain; sliull, eyes,‘tiigeminal ganglia, 
spinal card, vertebral column 
(excftiding the .vopebrae o$ the tail, the 
transieise processes of t;he thoracic and 
lumbar vertebrae, and the wings of the 
sac&$, ana d&al root ganglia ofcattle 
30 months and older and the tons& and 
distal ileum of the small intestine of&l 
CXttYt?, 

(6]TalloW meails the rendered fat of 
cattle obtained by pressing or by 
applying any Other extraction pracess‘to 
tissues derived &ire&y from discrete. 
adipose tissue ma&es or to other carcass 
parts and tissues?f’allow must be 
produced frbrn tissues that are not 
prohibited cattle materials or must 
contain not more t&an O-1 5 percent‘ 
insoliible impuri#es as determined,by 
the method entitled “Insoluble 
Im&&ies‘” (AOCSOffieial Method Ca 
3a-461, American ail Chemists’ So&Q 
(AQ<S], 5th EditZon, 19Q7, incorporated 
by reference in aeszordance with 5 LXX. 
55Z(a] and 1 CF’R.part 52, or another 
method bquivaIenrin accuracy, 
preci$tin, and aen&ivity to ARCS 
Official.M&od Ca 3a-46. You may 
obtain copies oft& method from AOCS- 
udtp:~~~.O0f3.0~g~ 22.21 w, mdll~y 
Ave. Champaign, IL 61821. Copiesinay 
be examined at the Center for Food 
Safety and Applisd Nutrition’s Library, 
5100 paint Bran& Pkwy., College Park, 
MD 2074#, OT at the P.kttiona~ Arc&ives 
and @qCards Administrafion (NARAI. 
For information on the availability of . 
this $ateridl at NARY, cqll 20%741- 
6q3O,.or go to ht~~:~~~.archives.~ov/ 
federaQe@thV 
code-ofJeder&,reguIatiorts/ 
ibrJoc&ons.hfml. 

(7) Tdow derivqtive means any 
chemical obtained @rough initial 3 
hydiolysis, saponification, or trans- 
esterB%&tion of tallow: &emicaI 
conversion of material.obtained by 
hydrolysis, saporiification, or trans- 
esterification may be ap$ed to obtain 
the d&red ptodu@. 

(bj f?e u&men@. 
II f No B uman food shall be 

m&&fact,nred ho-m, prqcessed with, or 
otI-$wise contain, prohibited cattle 
materials. 

(2) The small intestine is not 
considered prohibited cattle material if 

the distd ileum is removed by a 
procedure that removes at Ieast 80 
inbh$s of the uncoiled and trimmed 
small intestine, as measured from the 
caeco-colic junction and progressing 
proximaly towards the jejunum, or by 
a procedure that the establishment can 
demanstr&te is equally effective in 
,ensusing complete removal of the distal 
iIeuin. 

(c) ~ecords..hlanufacturers and 
pracessogs ofl%uman food that is 
manufactnred from, processed with, or 
othetise co-n‘tains, c@e material must 
mal& sxi$ting records relevant to 
con$&.@e w$h this section available 
taFDA fey inspection and copying. 

(dJ Ad&err&ion. 
(13 Failirre of a manufacturer or 

nroeessc3r to o.gerate in comoliance with 
ihe requireme& of pasagraihs (b) or (c) 
of this se&m renders human food 
a&Berated under section 402fa)(4f of 
the act. 

,123 Human food manufactured from, 
prpcessed with, or otherwise containing, 
pmh%.&tsd cat& mate&aIs is unfit for 
hum&n ,fdod atjd deemed adulterated 
under section 402(a)(3) ofthe act. 

(35 Food adlJjtjve sfatus. Prohibited 
cattle x@teriaIF far use in human food 
are.fqod additives subject to section 409 
of the act, except-when used as dietary 
ingredients’ti,dietary supplements. Tbe 
uSe or intended use of any prohibited 
cattle material ia human food causes the 
mat&al &d t&e food to be adulterated 
under section &%tal(2f(Cl of the act if 
the $obibited cattle material is a food 
additive, n&ess it is t$e subject of a 
food’additive r-egulation or of a.n 
‘investlgatiaqal: exemption for a food 
additive undei; $3.70.17 of this chapter. 

I 3, The autlqity citation for 21 CFR 
part 700 continues to read as follows: 

* 4. Pa& 700 is amended by revising 
S XXKZ~ to read as follows: 
.$70%27 Use of prohibited f&tle materials 
Ii7 cwmetk .pr@zcts. 

(a) De$ini~kms, The definitions and 
interpretations of terms contained in 
sect&m 2Q1 of the Federal Food, Drug, 
and’eosmefic Act [the act) apply to such 
terms when used in this part. The 
following d&&ions also appl : 

(11 PxxGbjted cattle materio 7 s means 
specified risk materials, small intestine 
of al! cattle except as proirided in 
par&graph @f(a) of this section, material 
from nonamb$atory disabled cattle, 
material f&m catzle not inspected and 
passed, or E/Eechanically Separated 
(MS)ffBe~f). Prohibited cattle materials 
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do not include &low that contains no 
more than 0.15 percent insoluble 
impurities, tallow derivatives, hides and 
hide-derived products, and milk and 
milk products. 

(2) Inspected and passed means that 
the product has been inspected and 
passed for human consumption by the 
appropriate regulatory authority, and at 
the time it was inspected and passed, it 
was found to be not adulterated. 

(3) Mechanically Separated 
(MSj@eefl means a meat food product 
that is finely comminuted, resulting 
from the mechanical separation and 
removal of most of the bone from 
attached skeletal muscle of cattle 
carcasses and parts of carcasses that 
meet the specifications contained in 9 
CPR 319.5, the regulation that prescribes 
the standard of identity for MS 
(Species). 

(4) Nonombulutory disabled cattle 
means cattle that cannot rise from a 
recumbent position or that cannot walk, 
including, but not limited to, those with 
broken appendages, severed tendons or 
ligaments, nerve paralysis, fractured 
vertebral column, or metabolic 
conditions. 

(5) Specified risk material means the 
brain, skull, eyes, trigeminal ganglia, 
spinal cord, vertebral column 

eluding the vertebrae of the tail, the 
ansverse processes of the thoracic and 

lumbar vertebrae, and the wings of the 
sacrum), and dorsal root ganglia of cattle 
30 months and older and the tonsils and 
distal ileum of the small intestine of all 
cattle. 

(6) Tallow means the rendered fat of 
cattle obtained by pressing or by 
applying any other extraction process to 
tissues derived directly from discrete 
adipose tissue masses or to other carcass 
parts and tissues. Tallow.must be 
produced from tissues that are not 
prohibited cattle materials or must 
contain not more than 0.15 percent 
insoluble impurities as determined by 
the method entitled “Insoluble 
Impurities” (AOCS Official Method Ca 
3a-46), American Oil ChemistsSociety 
(AOCS), 5th Edition, 1997, incorporated 
by reference in accordance with 5 USC. 
552(a) and 1 CFR part 51, or another 
method equivalent in accuracy, 
precision, and sensitivity to AOCS 
Official Method Ca 3a..46. You may 
obtain copies of the method from the 
AOCS (http://www.oocLorg) 2211.W. 
Bradley Ave. Champaign, IL 61821. 
Copies may be examined at the Center 
for Food Safety and Applied Nutrition’s 

ibrary, 5300 Paint Branch Pkwy., 
allege Park, h4D 20740, or at the 

qational Archives and Records 

Administration (MARA). For 
information on the availability of this 
material’at NAR& cafl 202-741-6630, 
or go to htt$/qw.archives.gov/federol 

regist,er~code_of_dkderal-~gulat~oCEons/ 
~br.Joca#ions.hfml. 

(7) Tallow derivative means any 
chemical obtained through initial 
hydrolysis, saponification, or trans- 
esterification of tallow; chemical 
uSersion of material obtained by 
hydrolysis, saponification, or trans- 
esterification may be applied to obtain 
the desired product. 

(1) No cosmetic shall be manufaared 
from’,~processed with, or otherwise 
cont.&in, prohibited cattle materiels. 

(2) The small intestine is not 
considered prohibited cattle material if 
the distal ileum is removed by a 
procedure that removes at least 80 
inches of the uncoiled &ud aimme”d 
small intestine, as measured from the 
caecq-colic jun&on and progressing 
proxitially towa& the j,ejunum, or by 
a procedure that ,the establishment can 
demonstrate is equally effective in 
ensuring comple+u~removal of the distal 
ileum. 

(o) Records. Manufacturers and 
processors of cosmetics that are 
manufactured from, processed with, or 
otherwise contain, cattle material must 
make existing records relevant to 
comuliance withthis.sectionavail~bIa 
to F%A for inspection and co 

fdf Adultemti&i. Failure o P 
ying. 
a 

.  I  

manu&turer or processor to,operate in 
com$iance with the requirements of 
paragraph (b) or (c) of this section 
renders a cosmetic adulterated under 
section SOL ofthe act. 

Dated: August &2005. 
Jt?E+ Shurena 

EALTHAND 

rug Administration, 

DMES: Thisrule effective September 

1 CFK part 866 is 

351,360,36Oc, 36Oe, 

Linda S. Kahaa, 

ed S-6-05; 8:45 an11 
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